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suuljw(w: The Foadarrd Lkug 
Administration’fFDA) is amending its 
regulations to: (I) Require nutrition 
labeling on most foods that are regulated 
by FDA, (2)revise the list of required 
nutrients and Dodd components and the 
conditions for declaring.them in ’ 
nutrition labeling, (3) specify a new 
format for declaring nutrition 
information, (4) alow specified 
products to be exempt from nutrition 
labeling, and (5) prescribe a simplified 
form of nutritionlabeling and the 
circumstances in which such -simplified 
nutrition labeling may be used. This 
final rule also,responds to citizen 
petitions on the declaration of dietary 
fiber in nutrition labeling ,and on 
methodologies for determining protein 
content. 
DATES: Effective February 14,1994. The 
Director of the Office of the Federal 
Re ister approves the incorporation by 
re B Brence in accordance with 5 U.S.C. 
552(a) and 1 CFR part 51 of certain 
publicakms in 21 CFR 101.9(c)(l)(i)(A), 
(cMl(il~Bl, (c)(l)(i)fC), (c)(l)(i)(E), (c)(6), 
(c)VMiil, kHiiHlil(B). and (g)(2), 
effective (February 14.1994). 
FOR FURTHER lNFC’WAWN COHTACT: 
Virginia L. Wilkening, Center for Food 
Safety end Applied Nutrition (HFF- 
2001, Food and Drug Administration, 
200 C Street SW., Washington, DC 
20204,202-2054561. 
SUPPLEMENTARY INFORMATION: 

I. Background 
ln the Federal Register of July 19, 

1990 (55 FR 29847) FDA published a 
proposed rule entitled “Food Labeling; 
Mandatory Status of Nutrition Labeling 
and Nutrient Content Revision” 
(hereinafter identified as “the 
mandatory nutrition labeling proposal”) 
to amend its food labeling regulations to 
require nutrition labeling on most food 
products that are meaningful sources of 
nutrients FDA also proposed to revise 

the list of nutrhts and food 
components that mudbe included in 
nutrition labeling b adding calories 
from tat, satmeted I tty acids, 
cholesterol, and dietary fiber to that list. 
It proposed to make the listing of 
thiamin, riboflavin, and niacin optional 

A 

oher nutrieqts could be, or are required 
to be, inchtded in nutrition labeling and 
proposed to allow manufacturers to 
vohmtarily include a nutrt%on profile of 
selected food components in nutrition 
labeling. 

During the comment period for these 
pro 

B 
osed reguiations, CQngress passed, 

an the President signed into law, the 
N&it&m La%$ing;end Ed&at& Act of 
1990 [the 19&t amendments) (Pub, L 
101-535, November 6,1996). The 1990 
amendments amended the Federal 
Food, Drug, and Cosmetic Act (the act) 
by,adding section 403(q) (21 USC. 
343(q)) which specifies, in part that: (I) 
With certain exceptions, a food is to be 
considered misbranded unless its label 
or labeling bears nutrition labeling, (2) 
certain nutrients and food components 
are to be included in nutrition labeling. 
although the Secretary of Health and 
Human Services (the Secretary) can add 
or delete nutrients by regulation if he 
finds such action‘ necessary to assist 
consumers in maintaining healthy 
dietary practities, (3) nutrition labeling 
is to be provided for the most frequently 
consumed varieties of raw produce 
(fruits and vegetables) and raw fish 
according to voluntary guidelines or, if 
necessary, regulations, (@‘a simplified 
nutrition label is to be used when the 
food contains insignificant amounts of 
most nutrients, and (5) FDA is to 
develop regulations governing labeling 
of foods to which section 411 of the act 
(21 U.S.C. 350) applies. 

In response to these requirements of 
the 1990 amendments, FDA published 
in the Federal Register of November 27, 
1991(56 FR 60366; as amended (57 FR 
6176, March 6,1992)) a proposal 
(hereinafter identified as the 
supplementary proposal) to.modify its 
July 19,1999; proposal by: (1) Adding 
sugars and complex carbohydrates to 
the list of required nutrients in nutrition 
labeling, (2) prescribing a simplified 
form of nutrition labeling and the 
circumstances in which such simplified 
nutrition labeling must be used, (3) 
allowing specified products to be 
exempt from nutrition labeling, and (4) 
establishing regulations for the nutrition 
labeling of vitamin’ and mineral 
supplements. The agency also 
responded to a citizen petition regarding 
methodologies for determining protein 

17. is92 
oli ‘CkikIher 6,vBq 

the Dietary ~guppknent 
(H.R. 618%) (hereinafter m&red to as 
the “DS Act”) that, id ttmti~n 292@(l), 
establishes a 1 year moratorium on the 
implementation of the 1999 
amendments with r&p&t to dietary 
supplements of vitamins, minerals, : 
herbs, or other simik nutrition&l 

vitamins or minerals before November 
6,1993 (other thw regulations 
establishing the United States 
Recommended Daily Allowance (U.S. 
RDA) specified in 21 CFR 101.9(6)(7)(iv) 
as in effect on October 6,1992). 

FDA received anmoximatelv 1.500 
responses’to its J& 19, $990,’ ’ 
mandatory nutrition labeling proposal, 
approximately 3,060 responses to the 
November 27.1991, aupp)ementary 
proposal, and approximately 1,090 
responses to the Jul 20,1992, format 
proposal, each of w L ,‘ch contained one 
or more comments. Responses were 
received from constrmers. health 
professionals, health promotion 
organizations, trade and ret&l 
associations, State i&d i&al 
governments, foreign governments, 
professional societies, consumer 
advocacy organizations, industry, and 
universities. The comments generally 
supported the proposals. Several 
comments addressed issues covered by 
other proposals that are a part of this 
overall food labeling initiative, and they 
will be addressed in those final 
documents, while other comments were 
outside the scope of these proposals and 
will not be discussed hem. Many 
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comments deait with issues pertaining 
to meat and poultry inducts whose 
labeling is regulated TJ y the U.S. 
Department of Agricultm (USDA). Of 
those comments, comments pertaining 
to the content or format of the nutrition 
label are included in the following 
discussions. However, comments 
pertaining to issues covered exclusively 
by USDA, such as specifk exemptions 
applicable to meat and poul 

“?: products, were considered to e outside 
the scope of this document. 

A number of comments to both the 
July 19,1990, and November 27,199X 
proposals suggested modifications in,, or 
were opposed to, various provisions of 
the proposals. A summary of the 
suggested changes, the opposing 
comments, and the agency’s responses 
follow. 
IL. Mandatory Nutrition Labeling- 
Legal Authority 

1. Most comments agreed that the 
1990 amendments clearly established 
I;1DA’s authority to mandate nutrition 
labeling on most foods. Ons comment, 
however, argued that a requirement that 
labels say or not say certain things 
curtails freedom of the press. 

The agency disagrees, FDA’s authority 
to regulate the content of food labels has 
been broadly upheld against First 
Amendment challenges. This issue is 
discussed at length in both the final rule 
on nutrient content claims entitled 
“Food Labeling: Nutrient Content 
Claims, General Principles, Petitions, 
Definition of Terms” and the final rule 
on health claims entitled “Food 
Labeling: General Requirements for 
Health Claims for Food,” both of whith 
are published elsewhere in this issue of 
the Federal Register. Those discussions 
are incorporated in this document by 
reference. As those discussiims make 
clear, there is no merit to thle comment. 
Therefore, FDA is taking no action on 
the basis of this comment. 

2. One comment objected to FDA 
being given authority to mandate 
nutrition labeling on most foods on the 
basis that current nutrition labeling 
rules were legally questionable. 

The question of FDA’s authority to 
require nutrition labeling was a 
fundamental issue that led Congress to 
pass the 1990 amendments. As 
discussed in the legislative history, 
Con ss concluded that legislation was 
nee IT ed to strengthen FDA’s authority to 
requu-e nutrition labeling on foods and 
to avoid the possibility of protracted 
litigation over the comprehensive 
nutrition labeling regulations that the 
agency adopts (Ref. 16). Therefore, there 
can be no question about FDA’s 

authority to require nutrition labeling 
on most food products. 
III. Content of the Nutrition Label 
A. Geneml ksues 
1. Voluntary Declaration of Additional 
Information 

3. A number of comments objected to 
the volunttuy declaration of nutrients 
beyond those required in nutrition 
labeling. Numerous comments stated 
that the declaration of additional 
information on the food label WOUM be 
confusing, or that it might mislead the 
consumer into believing that a product 
with additional nutrients listed is mom 
nutritious or has greater public health 
significance than is the case. Some 
comments objected on the basis that the 
additional information would clutter the 
label and diminish the consumer’s focus 
on mandatory nutrients. A few 
comments expressed concern that 
voluntary declaration of additional 
nutrients on the label will require 
smaller print on the food label to 
accommodate the inclusion of all the 
mandatory and voluntary information, 
and that the smaller type size would 
compromise the usefulness of the label 
information to the elderly or visually 
ifnpaired. 

A number of comments supported the 
voluntary listing of additional nutrients, 
pointing out that the 1990 amendments 
require that the regulations permit the 
label or lbbeling of food to include 
nutrition information, which is in 
addition to the information required by 
section 403(q) of the act and which is of 
the type described in subparagraph (1) 
or (2) of that section. A few comments 
supported the view that voluntary 
listing of additional nutrients may 
proLide valuable information to an 
individual or aid the consumer in 
making an informed choice in food 
selection. Other comments supported 
voluntary listing of additional nutrients 
stating that some nutrients may satisfy 
nutrient needs of some individuals or 
pose a health risk to others. One 
comment pointed out that the Institute 
of Medicine (IOM) report (Ref. 1) 
recommends that regulations allow the 
declaration of all micronutrients for 
which Recommended Dietary 
Allowances have been established by 
the National Academy of Sciences. - 

Numerous comments that basicallv 
supported listing of additional 
information also supported limiting the 
information allowed. Some comments 
supported allowing voluntary 
information, but they suggested that 
FDA standardize the manner in which 
it is included on the label to the extent 
of requiring that it be separate from the 

nutrition label or in different type size. 
Rive comments requested voluntary 
listing of specific nutrients including: 
Potassium; vitamins P, K, and B6; 
copper: manganese; iodine; 
maltodextrin; and L-glutamate, L- 
cysteine, and t-tryptuphan. Two 
comments supported the listing of 
additional nutrients but recommended 
restricting the allowed nutrients to those 
for which Recommended Dieky . 
Allowances have been set by tha 
National Academy of Sciences (Ref. 23) 
or for which Reference Daily Intakes 
(RDI’s) have been determined by FDA. 
One of these comments further 
suggested restricting the allowed 
nutrients to exclude nutrients that do 
not have Recommended Dietary 
Allowances but only have Estimated 
Safe and Ad 

7.u 
uate Daily Dietary Intakes 

(ESADDI’s), w ‘cb are &o set by the 
National Academy of Sciences (Ref. 23). 
One comment suggested that additional 
information on the food label be 
restricted to information permitted by 
the Council of,& European 
Communities fEc). 

FDA, in its mandatory nutrition 
labeling 

x 
reposal of July 19.1990, 

propose to allow the voluntary 
declaration of several nutrients (e.g., 
potassium and soluble fiber) and any 
naturally occurring vitamins and 
minerals for which RiX’s had bean 
proposed in 5 101.9(c)(10)(iv) (21 CFR 
101.9Ic)bO)(iv)), which was 
redesignated as 5 101.9k)(ll)(iv) in the 
November 27,1991, pro 

rg” 
sal. 

Additionally, section 2 )(l)(C) oftbe 
1990 amendments states that regulations 
Shall 

r 
it the label OT labeling of @od 

to inc ude nutrition information that is 
in addition to the infknation required 
by se&on 403(q) of the act and that is 
of the type &s&bed lo subparagraph 
(1) or (2) of that section. Sectioh 
403(q)(2) of the act rekrs to information 
that will assist consumers in 
maintaining healthy dietary practices. 

FDA believes that it is renuimd bv 
statute to allow additional ihformation 
on the food label insofiu as it assists 
consumers in maintaining healthy 
dietary practices. However, the agency 
raised questions in the supplementary 
proposal about how the presence of 
these additional nutrients on the labal 
would be interpreted by consumms, and 
whether the listing of some voluntary 
nutrienis would actually be misleading 
(56 FR 60366 at 60372). The comments 
confirmed that unlimited additional 
infsrmation on the nutrition label 
would have the potential of beiig 
confusing or m&leading. 

FDA reauested comments on whether . 
it is nece 

-7 
to include limits on the 

voluntary in ormation that may be 
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provided on the nutrition label. The 
comments that FDA received on this 
issue have lead the agency to conclude 
that it has a responsibility to limit the 
number of nutrients permitted to be 
voluntarily listed on the food label. 
Such a limitation reflects the statement 
in the House report (Ref. 16, p. 18) that 
the regulations that FDA adopts should 
assure that the information that is 
included voluntarily does not interfere 
with the consumer’s understanding of 
the information that is required to be 
included on the nutrition label. The 
agency finds that limits are necassary so 
that the emphasis is on the required 
information, and that the additional 
information does not clutter the food 
label or mislead or confuse the 
consumer. 

Therefore, to limit the information 
that may be provided on the nutrition 
label, FDA is amending the proposed 
regulations to delete “calories from 
unsaturated fat, ” “calories from 
carbohydrates,” “ calories from protein,” 
and quantitative declarations of 
“unsaturated fat” from the list of 
nutrients that are allowed to be declared 
voluntarily on the nutrition label. Each 
of these deletions is detailed below. 
FDA has decided to permit the 
voluntary declaration on the nutrition 
label of “calories from saturated fat,” 
“polyunsaturated fat,” 
“monounsaturated fat,” “solubie fiber,” 
“insoluble fiber,” “sugar alcohol,” 
“other carbohydrate,” “potassium” and 
those vitamins and minerals for which 
RDI’s have been established. 

With respect to other nutrients 
suggested by individual comments for 
consideration for voluntary listing on 
the food label, the agency has not been 
persuaded that there are large numbers 
of consumers who desire a voluntary 
listing of the food components in, 
question (e.g., maltodextrin or single 
amino acids. Therefore, FDA will not 
allow voluntary listing of these other 
snbstances or food components on the 
nutrition label. To implement this 
section, FDA has added a sentence to 
S 161.9(c) that states that no nutrients or 
food components other than those set 
forth in that section as either mandatory 
or voluntary may be included in the 
nutrition label. The inclusion of any 
other nutrient or food component would 
violate section 403(q) of the act and 
misbrand the food. 

Also, while FDA supports efforts 
toward international harmonization of 
food labeling where possible, the 1990 
amendments direct FDA to permit that 
a broad spectrum of nutrients be on the 
food label unless the agency finds that 
the information is not necessary to assist 
consumers in maintaining healthv 

dietary practices, a finding that FDA has 
generally not made. As a result, the 
spectrum of required and permitted 
nutrients exceeds those permitted by the 
EC. 

FDA is not requiring that additional 
nutrients declared voluntarily ba put in 
separate boxes or a different type size 
because it believes these actions would 
confuse consumers and would 
complicate and clutter the label 
needlessly. In some instances additional 
nutrients, whose declaration is usually 
voluntary, will be required to be 
declared. For example, in the case of 
fortified foods, enriched pasta must 
declare amounts of thiamin, riboflavin, 
and niacin, and margarine must declare 
vitamin D when it is added. In other 
cases, if certain claims are made, 
additional nutrients will be required to 
be declared. For example, when nutrient 
content claims are made about 
cholesterol, declaration of poly- and 
monounsaturated fats are required (see 
5 161.9(c)(2) (i) and (ii). Placing these 
nutrients in the principal box for 
nutrition labeling when required, and in 
a separate box (or different type size) 
when voluntarily added to the nutrition 
label would easily confuSe consumers. 
Also, separating subcomponents that 
can voluntarily be declared. such as 
soluble and insoluble fiber, from the 
primary component, dietary fiber, for 
which declaration is mandatory, would 
unduly complicate the label. 

However, m response to comments 
concerned that information on 
additional nutrients would clutter the 
label and to comments on the format 
proposal, FDA is providing in new 
5 lOi.Q(d)(R) for a linear array of 
vitamins and minerals. This form of 
presentation, which is discussed in 
more detail in section V. of this 
document, is similar to that 
recommended in the IOM report (Ref. 1) 
which places more emphasis on the 
macronutrients. 
2. Order of Nutrients 

4. Several comments from industry, 
health promotional organizations, and 
academia supported the order of 
nutrients proposed by FDA in C 101.9(c) 
(56 FR 60366 at 60386 through 60390). 
One industry comment stated that the 
proposed sequence fairly prioritized the 
Dietary Guidelines for Americans (Ref. 
4) and placed the proper emphasis on 
those dietary factors that affect the 
health of consumers. This comment, 
along with one from a health promotion 
organization. also endorsed the 
separation of vitamins and minerals 
from othernutrients seen in proposed 
formats (57 FR 32058). stating that this 
feature represented a logical break in the 

list of nutrition information and would 
both improve label readability and 
facilitate consumers’ search for specific 
nutrient data. Another comment 
supporting the proposed order endorsed 
the listing of nutrients from those most 
important to consumers to those least 
important to consumers but questioned 
whether protein shuuId be in&de& 

On the other hand, several comments 
argued that the proposed order of 
nutrients has features that would 
mislead consumers. One comment 
characterized the proposed order as “an 
unwarranted effort to overemphasize 
some nutrients, such as fat, at the 
expense of the other important label 
components” and suggested tbat the 
decision on whether to emphasize one 
nutrient over another should be left to 
nutrition education programs that 
consider the total diet over a long period 
of time. Other industry comments 
criticized the proposed order of 
nutrients, stating that it would be 
consistent with the “good food/bad 
food” concept and would convey a 
negative impression to consumers. One 
industry comment supporting the 
current order of nutrients argtmd that 
protein should not be listed near the 
end, stating that beneficial nutrients 
should be listed at the beginning of the 
nutrient list. The comment SUggeSted 

that from an educational standpoint, it 
7s more positive to educate on the good 
points of nutrition labeling than to focus 
on negative aspects. 

A number of comments advocated 
that the current order of nutrients be 
maintained, or that any modified order 
resemble the current order as closely as 
possible. Several comments supporting 
the current order of nutrients stated that 
consumerS are already accustomed to 
the current order, and that changing the 
order would lead to unnecessary 
confusion and diminish consumers’ 
understanding of the nutrition label. 

A few comments suggested alternative 
nutrient orders. A comment from a 
professional organization stated that 
those nutrients whose overconsumptiorl 
is related to increased risk of disease 
should be placed at the top of the list 
of required nutrients. One industry 
comment recommended that nutrients 
be regrouped to first list those nutrient 
whose Daily Value is dependent on 
calorie intake (Le., total fat, Saturated 
fat, carbohydrate, dietary fiber, and 
protein), followed by those whose Daily 
Value remains the Same for varying 
calorie intakes (i.e., cholesterol and 
sodium). Another comment requested 
that sodium be listed with the vitamins 
and minerals rather then among the 
organic macronutrients. 
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A comment from a manufacturer 
addressed the issue of where to place 
the voluntary nutrients on the label. The 
comment suggested that voluntary 
nutrients should be sequenced in a 
logical manner with respect to the 
nutrients whose declaration is 
mandatory. The following examples 
were cited: Unsatuiated fat should 
follow saturated fat (both should be 
indented), potassium should follow 
sodium, soluble and insoluble fiber 
should follow dietary fiber, and 
vitamins and minerals should follow 
those that are mandatory. 

The agency is not persuaded by 
arguments stating that listing nutrients 
in order of public health importance 
will cast foods as either “good foods”’ or 
“bad foods.” Listing nutrients in this 
manner will instead facilitate selection 
of an overall diet that is consistent with 
dietary guidelines based on what 
nutrients are present in a particular food 
and in what amounts. No data were 
presented to show that use of this 
nutrient order on the nutrition label is 
likely to be confusing to consumers. 

The agencv also does not agree with 
the requ>st that sodium be pliced with 
vitamins and minerals rather than with 
the organic macronutrients. Sodium is 
an electrolyte that is distinct from both 
organic nutrients and vitamins and 
minerals. However, excessive intake is 
associated with a potential increase in * 
the risk of chronic diseases, as are 
excessive intakes of the other mandetory 
organic nutrients [i.e., macronutrients 
such as fat) in the nutrition label. 
Vitamins and minerals generally are 
associated with deficiency diseases. The 
agency believes this categorization 
supports the continued placement of 
sodium with the o anic nutrients. 

FDA agrees that t T e placement of 
voluntary nutrients should be 
sequenced in a logical manner with 
respect to the mandatory nutrients. FDA 
has provided in new 5 101.9(c) that 
voluntary nutrients that are 
subcomponents are to be declared 
immediately beneath the primary 
components, and that potassium (the 
second electrolyte) is to be declared 
adjacent to sodium. 

The agency believes that a revised 
order according to the public health 
significance of a nutrient will 
adequately convey nutrient information’ 
with no appreciable increase in 
consumer effort. This action is based on 
the order provided in section 403(q)(l) 
of the act (see Ref. 16. p, 13) and the 
comment recommending that nutrients 
whose overconsumption is related to 
increased risk of disease should be 
placed at the top of the list of required 
nutrients 

Accordingly, new 5 101.9(c) is 
modified to require mandatory and 
voluntary nutrients to be arranged in the 
following order: Caloiies, calories from 
fat, calories from saturated fat, total fat, 
saturated fat, polyunsaturated fat, 
monounsaturated fat, cholesterol, 
sodium, potassium, total carbohydrate, 
dietary fiber, soluble fiber, insoluble 
fiber, sugars, sugar alcohol, other 
carbohydrate, protein, vitamin A, 
vitamin C, calcium, iron, and other 
vitamins or minerals in the order listed 
in proposed 5 lOl.Q(c)(ll)(iv), 
redesignated as 8 lOl.Q(c)(tl)(iv). This 
order deviates from that provided in 
section 403(q)(l) of the act only by 
reversing dietary fiber (and its 
s&components) and sugars. The reason 
for this reversal is discussed in 
cornmerit 58 of this document. 

Consequently, the paragraphs in 
5 101.9(c) are renumbered as discussed 
below for each nutrient. Redesignations 
also occur as a result of moving 
paragraphs (c)(l) and (c)(2) pertaining to 
serving size and servings per container, 
respectively, to new paragra h (d). 

The agency believes that t E. IS 
amended order of nutrients, which lists 
them in order of public health 
significance, will benefit consumers. 
The agency’s decision is a reasonable 
outgrowth of its commitment to present 
nutrition information in the context of 
a total daily diet, and it reflects the 
agency’s commitment to link nutrient 
information with the dietary guidance 
consideied important to public health 
(Ref. 4). 
B. Calories 
1. Total Calories 

5. The majority of comments 
supported the proposal for mandatory 
declaration of calories with voluntary 
use of metric terminology (ile., 
declaration of the number of kilojoules 
in addition to calories in proposed 
5 101.9(c)(3), redesignated as 
5 101.9(c)(l), and voluntary use of the 
term “energy” parenthetically as a 
synonym for calories, as provided in 
~1O1.9(c)(ll)(v), redesignated as 
§ lQ~.Qw(8)(v)h 

Other comments expressed a 
preference for metric labeling. The 
comments argued that American 
consumers should become accustomed 
to the metric system of measurement 
and recommended the exclusive use of 
metrics to ensure compatibility with 
European markets. The comments 
suggested that the avoirdupois s stem of 
measurement used in the Unite d States 
is outmoded and impedes international 
commerce and the exchange of scientific 
information. Several comments 

suggested that “energy” should be used 
in lieu of calories and requested that the 
conversion factor for calories to 
kilojoules be stated on each label. 

Still other comments, taking the 
opposite position, suggested that metric 
units be disallowed to avoid consumer 
confusion and for the sake of simplicity. 

Although FDA agrees that efforts 
should be made to familiari 
consumers with metric units, the agency 
disagrees with the comments that urged 
the exclusive, mandatory conversion to 
metrics at this time. The technical 
amendments (August 3,1992) to the 
Fair Packaging and Labeling Act (15 
U.S.C. 1451 et seq., Pub. L. 102-329) 
require the use of the most appropriate 
units of both the customary inch/pound 
system of measure and the metric 
system on food labels for measuring 
quantity. These amendments do not 
require that kilojoules be declared in 
lieu of calories. Upon implementation, 
this act should further an awareness of 
metric measurement among American 
consumers and permit a greater 
concordance in units of measurement 
with the international market and 
scientific community. Until that time, 
the agency is not persuaded that the 
mandatory use of metric terminology, or 
the declaration of factors to convert 
calories IO kilojoules, is justified. 
Accordingly, the agency is not making 
the requested changes. 
2. Calories From Fat 

6. Many comments were received 
from consumers, state and local 
governments, universities, professional 
associations, consumer groups, 
manufacturers, and health associations 
on the issue of calories from fat. The 
majority agreed with the proposal that 
the declaration of calories from fat 
should be mandatory on the nutrition 
label. 

Several other comments suggested 
that calories from fat be voluntarily 
listed or disallowed because this 
information might be confusing or 
misleading to consumers and might 
establish artificial “good food” and “bad 
food” categories. These comments 
stated that consumers may tend to 
exclude foods with a significant amount 
of calories from fat, possibly creating 
nutritional deficiencies. Further, these 
comments stated that it is important that 
consumers view fat as part of a day’s * 
diet rather than in the context of 
individual foods. A few comments 
suggested that declaring the calories 
from fat is unnecessary because calories 
from fat can be easily calculated by 
multiplying the number of grams (g) of 
fat by nine, the number of calories per 
g of fat. A few comments suggested that 



there be further et& &he 
effectiven&sOPthe CL& lam&&n of 
calories from Win n&&&m MMing as 
a nutrition educatien ted X&m 

FL?A is not peisuadti @y the 
ar 

f 
uments that the .dechn+m of 

c8 ories from fat s&&d be vaiuntary or 
disallowed. The de&Mm of ca?uifes 

It is w’ell established that diets that 
are high in fat pose-&n&ant health 
risks. wetany fatcep*butes more than 
twice the calor&$lQ$er?g than. does 
protein or oerbohydmte. 
Overcune~on.of fat is associated 
with higher rates ofebeaity (Refs. 2 end 
31, and there is e&h&e from 
epidemie@$cal and animal studies that 
high fat intakesare aesociated~~Bh 
some types et cance#Ws. Pa& 3). - 
The mqt qt3mnmJ 4uxkml+tent 
diet+rj recammen&t#on for the general 
po dation is for calo&s Fi%m st&il Eat 
to ii e reduced to less than or equal to 30 
percent &tot&l calori3 (IMa. 3 and 4). 

Cumtlf, ‘the con&~ption oft&l fat 
in the gein& p@p&iion ‘is 
apprcadmeteijr$7 ##&z&t of total 
calories, air amount Ml above the 
recommended level (Ref. 2). Further, 
consu?fMn aof tetel fat in tW United 
States is .sigrrifica&y higherthnn that 
consumed in connMea wHh much lower 
rates of coronary heart diaeaae, such as 
Japan, ChMi and the ?%diterranean 
countries (Ref. 2). 

Based upon this body of evidence, 
FDA believes that redudng total fat 
intake is an important public health 
priority. The agency is net persuaded 
that tha da&ration of ealoriea fmm fat 
will automatically lead to consumers 
viewing foods in strict “good food,” 
“bad food” categories, or that 
consumers cannot make appropriata 
decisions regarding the consumption of 
foods that may.have a significant 
number of calories from fat in their 

iets. No evidence was presented 
remonstrating a relationship between 
the declaration of calories from fat in 
nutrition tababng and nutritional 
aefidencies, 

AIumugh caloriea fet cm, in fact, 
be reaany calculated (FDA is requiring 

percent of calories from fat for 
individual &ode is incom@ete 
information, while the percent of 
calories &om fat for a compiete meal or 
the daiIy diat is useful infomnatien. 
T+513 comments suggested that the 
percent OF calties from fat be voluntary 
and limited to meal-type products, such 
as frozen dinners, end disallowed For 
other foods. 

The agency is not persuaded by the 
comments that the de&ration of 
percent calories from fat Es warranted. 
As discussed in the Jul 19.1990, 
mandatory nutrition la L ling proposal 
(55 FR 29487 et 29493 and 29494), 
information on the percent of calories 
from fat is only valuable in the cantext 
of a total daily diet: Recommendations 
from various health organizations to 
limit dietary fat intake to 30 percent or 
less of calories pertain not to individual 
foods but to the entire day’s intake. 

In addition, the percent of calaries 
from fat in low-calorie foods can be 
quite misleading. For tnstance, in 
radishes, over 25 percent of calories are 

fiber on &e basie that it 
made the r@ations coatphnc and 
confusing. These provtdians were 
carriedfoi?&edintheNsvember27, 

2S5On),wkjchv#erprpblis;hed beforethe 
adoption of the requirement in section 
403(9)(5K) of the act for e simplified . 
format, to minimize the space required 
for nutrition labeling. This provision is 
similar to that allowed in current 
§101.9(c#7)Q) Forlaylinerand 
miner& &h&t ara pieeent in amounta 
less than 2 percant of the U.S. 



RecoIimmn~d B@sy A~wanc8 (U. s. 
RDA). FE@ did net titdim*se i 
prdvisious in the Novemb%r 27, NO 1, 
su ppbunentary pr+M&acaua &e 
agency believed they mightba helpful 
in mlnin&ingspace rsrquimmi+s on 
foods th& donat qualify for the 
simplifisd format ulidetbrouosed 

minerals a provision that allows the 
nutrients to be omitt%d and 1~) aced 
with a statement “Not a stgni Zen t 
source of ” wlkn $reEflut in 
insigrjrificant amounta. A@&nple of 
this shortened format is given in 
appendix A of thfs document. 
3. Calories From Saturated Fat 

9. Several commente agmed with the 
proposal that d8claration of calories 
from saturat%d fat should be voluntary. 
A few comments suggested that this 
information should be maddatoryand 
referred to ndrlonal dietary guidelines 
recomm8nding~thatsatunrted fat be 
limited to less than IO percent of total 
daily calories. A few ao&mmts 
requested that declaration ofpercent of 
calories from saturated it be made 
mandatory. 

Several comments behaved that the 
declaration of calorfes from saturated fat 
should be disallowed. The comments 
argued that this information is 
redundant, confusing, and.misl%ading. 

FDA @nowledges thet remarch has 
established the r&e of saturated fats in 
the etiology of atheroscMotic vascular 
diseas8and &cog&as that tham are 
national consensus recommendations 

regardi th% leveh of inteb for 
satwata +uf. @owever, s%ction 1 
403(q)@)(AJ of the act permits the 
Secrew t43 require the inchtsion of 
information on additional nutri8nts in 
nutrition lab&g if h8 det8rmfnes that 
such information “wfE1 assist consumers 
in maintait?ing h8aIthy d&&try 
~~~~~~~~~;~~d8d 
that the tqn&&wy de@&&oti of 
calortes from saturated fat or the 
percent@8 of ca3bries from sWnat8d fat 
meet thfs crit8rion. 

Fir& thisMormation may b% 
obfzdned by~simpl%caku~at’ion if 
needed (i.e.; cak&ss from s&n&~? fat 

n 

“p 
ressed in comments that consumers 

wi 1 be faced with so much information 
that they wtll avoid using any of it. To 
mlnim&% the possibihty of&is 
happening. FDA believes that it is 
pref8nible to have consnm8m 
concentrat% on the number of calories 
from tot& fat; By controlling di%tary 
in&k8 afcah&Mom f&t;‘hake of 
calories from aaturat8d fat will aisobe 
contr&d. 

However, in recognition of dietary 
~~~~,~A~ 
shou~aansume I&s Uhtm Z&percent of 
calories&m saturated fat (R8fs. 3.4, 
and 30) FDA is continuing to allow 
vohmta 

7 
declaration of calories Eiom 

saturate fat in I lW9(c)(@@)(A). 
redesignated as 8 l91.9(c)@)(iii). 
4. Calories From tinsaturated Fat 

10. Several comments agreed with 
proposed 5 191.9(ti)@)(ii)(Bf that the 
declaration of calories from unsaturated 
fat should be v&Wary. A few 
comments suggested that the declaration 
of cakories from unsaturated fat should 
be mandatory. These comments Stated 
that caloric information on unsaturated 
fat would be helpful in monitoring 
unsaturated fat intake to maintain 
consumption of unsaturated fat Bt not 
more than the $0 percent of total 
lX&Wi%?3, 

Several other comments suggested 
that this information be disal~owad 
because it will not be useful td the 
consumer in evaluating a total day’s 
food intake, and because the 
informatton is potentially confusing. 

A few comments requested that 
declaration of calories from 
monounsaturated and polytmsaturatad 
fats be mandatory. One comment 
requested that declaration of the nt 
of calories from monounsaturate 8”” and 

Federal R8@ter. 
Further, the agency is not persuaded 

that, it shuuid ellow the voluntary 
declaration of caloriea fmm 
monouns(rturated a&i polyunsaturated 
fats. D&in‘stiqns ofrnonounsaturat8d 
and polyunsaturat%d’fats includ8 cis 

&&j&&&. $.&j&m 
und&re~&entadon would be 
misjea&ng to &Wnneti. Tharef*, the 
agency is not allow&$ the d&ration of 
calories from poly&aWaf8d&l 
monounsaturated’f&Wn th%‘i&ition ’ 
label. 

11. One comment. suggested that 
§ lO~$(c#3)(ii)(A) aud0b$(3J(@)(15J be 
moMed to clarify that when the 
declaration of calories from aaturat8d fat 
is d%clamd adjacent’ to.&8 d%&ratinn of 
g of saturated or unsaturat%d f&that it 
be in a column headed ‘“cahnigs” as was 
stated in § 101.9(c)(3)(i) for calories from 
total fat. 

The agency has reconsidered the 
propos8dformat in th%8Ftg 
proposal that v&m;ka hey&a ii 

l%ikmntary 
&w8d a 

separate column for Jisting calories. As 
discussed in section V. of this 
document, FEEA is &orporatfng 
additional columns int% the nutrition 
label to declare the p&cant of daily 
value and the daily value list. For this 
reason, the agency beiieves a cohunn 
headed “calories” would add to label 
clutter and, therefore, has not made the 
suggested change. FDA has modified 
5 101,9(c)(l)(ii) to delete the option that 
calori8s from total fat be declared in a 
column’head8d “caiories.” 



5 Calories From Carbohydrate 

12. Several tmnments fttquested thbt~ 
the dectaratien ofcalaries from 
carbohydrates be made mandatory so 
that consumerscan monitor and adjust 
their-intake of caloriee Prom 
carbohydratettra‘, 

T 
ach &LB 

recommended 60 ‘0 &O tiercent of total 
calories A few comments requeatad that 
the declaration of percent of c&rries 
from &bohydrate:be made mandatory. 
Several comments agreed with&be 
proposal to allow the vohmtaty .gsting 
of calories from carbohy&iate:Several 
other comments reqtiested that FDA n,ot 
permit the :&@hn+ation of-c&&s from 
carbohyd&te &au& this inforrrratiori’is 
potlentfa@y conf&&ig to consumers. 
These comments suj&t&d that Xhfs 
information’wonld pot he helpful in 
evaluating a total day’s food intake. A 
few comments argued that ‘too much 
information is burdensome to the 
consumer, and that if it results in the 
manufacturer uSing smaller type size, it 
could make the information more 
difficult for the elderly to read. Further, 
the comments suggested that there was 
a danger of “information overload” and 
“label clutter;” 

Based on the comments to the Jpiy 19. 
1990 and November 27.19211, proposals, 
the agency has reconsidered its proposal 
to permit the voluntary declaration of 
calories from carbohydrate and has 
decided notto permit this declaration. 
As discussed in the mandatory nutrition 
labeling proposal of July 19.1990 (55 FR 
at 29493),FDA’s intent is to require the 
listing of 0nJy those nutrients that 
present public health concerns and for 
which quantitative intake 
recommendations have been made. FDA 
proposed to permit the voluntary 
declaration of calories from 
carbohydrate because of general 
recommendations that suggested that 
intake of carbohydrate should be 
increased to 50 to 66 percent of total 
calories but recognized that 
carbohydrate is not of pressing public 
health significance. 

Based on its evaluation of the 
comments, FDA has become concerned 
that it will overemphasize the public 
health significance of carbohydrate if it 
allows the declaration of calories from 
this nutr@t. Additionally, the 
legisltitive history of section (2)(b)(t)(C) 
of the 1990 amendments (Ref. 16) makes 
clear that while FDA must allow the 
declaration of additional nutrients in 
nutrition labeling, it must ensure that 
such information does not interfere with 
the consumer’s unt$erstanding of the 
information required bf the act. Thus. 
FDA consider< t important to ensure 

the compmhenaibility of the nutrition 
label. 

The 1990 IOM report “Nutrition 
babeltng: %xnms ,and Directions for the 
1996a”‘(Ref. 1) em&asizes the 
important% of conalderirrg information 

ability of many conaumem to 
understand the label. 

The ~a@mty is traded 
s 

that because 
the &not&t of es$dm 
carbohy@ate Is not of pressing public 
heaRbafgni&ande, it sl%ouM not’ 
pro&e for-i&h&on 0fthis;fnfMnation 
in rmtr@h~n %&ti%#g. Accordingly. FlYA 
has deletekl piiop&Nd 8 ~W.S(CW~)W)(C) 
born the fine1 &gulationl. 

Consumers interested in’determinina 
the calories from carbohydrate for the ” 
vast majority of individual foods may 
simply multiply the number of g of 
carbohydrate by four, the number of 
calories per g ofcarbohydrate. 
Consumers attempting to compare their 
intake of carbohydratas to the 
recommended amounts of 50 to 60 
percent of total caloric intake can use 
the Percent Daily Value format‘in the 
same way described for monitoring fat 
intake. Because the Daily Value for 
carbohflrate is set at 60 percent of 
calories< consumers need only add the 
percent DV for total carbohydrate with 
a target,& EOO percent or a’target of a 
percentage adjusted for their individual 
caloric intake. Alternatively, consumers 
can sum the g of carbohydrate 
consumed for the day, multiply the total 
by four, divide the result by the total 
calories consumed in that day. and 
multipl by 160 to obtain percent. 

13. A though FDA chose not to r 
propose the declaration of calories from 
sugars and complex carbohydrates, a 
few comments addressed this topic. 
Some of these comments stated that the 
declaration of calories from sugars and 
complex carboh drates should be 
voluntary, and x at this information, 
especiaily for sugars, was of interest to 
consumers. Other comments felt that the 
declaration of calories from sugars and 
complex carbohydrates should be 
mandatory. Roth sets of comments felt 
that this information is potentially 
valuable to diabetics and parents of 
young children who are concerned 
about dental caries and excessive sugar 
intake. A few additional comments 
argued that the declaration of calories 
from sugars and complex carbohydrates 
is unnecessary and should not be 
permitted. 

Interest in havin 
!I 

calories from sugars 
and complex carbo ydrates declared in’ 
the n’utrition label was slight, and no 

data w&e presented to support the 
requests for such information. Further, 
dietary guideRims’ have not 
recommended specific uantitative 

% amounts for caloric inta e from sugars 
or complex carbohydrates. Therefore, 
the final rules do ‘not permit the 
inckuaionof such information inthe 
nutrition label. FDA advises that the 
calculation of calories from sugars, 
which was of the most interest to the 
commer~ts, can be easily calculated by 
muJ$iplying the number of g of sugara 
present by four, the number of calories 
per g of sugars. 
6. Calories From protein 

14. A few comments requested that 
the declaration of calories from protein 
as well as the percent of calories from 
protein he made mandatory to permit 
consumers to evaluate the quality of the 
food. Other comments agreed with the 
proposal for’the voluntary declaration of 
calories from protein. On the other 
hand, additional comments suggested 
that this information would be 
confusing and misleading. These 
comments pointed out that concerns 
about protein intake are of limited 
oublic health sianificance in the United 
itates and sugg&ted that the declaration 
of calories would,not be heloful in 
evaluating a total day’s dieLAThe 
comments urged, therefore, that this 
declaration should sot be permitted. 
One comment suggested that consumers 
would be tempted to overconsume 
protein if calories from protein were 
listed. 

Upon consideration of the comments, 
FDA has reassessed its 
agency agrees that the cr 

osition. The ^ 
eclaration of 

calories from protein and the percent of 
calories from protein are of limited 
usefulness to the consumer because the 
diets of the majority of Americans 
exceed the,Recbmmended Dietary 
Allowances (Ref. 23) for protein. This 
lack of usefulness appears to outweigh 
any of the potential benefits of allowing 
the declaratiotl of calories from protein. 
For this reason, and in an effort to 
~~~~~~~~~~~~~t 
underatahdin 
FDA is amen % 

of r&@ed information, 
ing the hnal’regulations 

by deleting proposed § lM.Q(c)(3)(ii)(D) 
which allowed for the voluntary 
declaration of calories from 

rtei?* Consumers interested in etermming 
the calories from protein,for an 
individual food may simply multiply 
the number of g ofproteiii by four, the 
number of calories per g of protein. 
Consumers interested in determining 
the percent of c&u&s from protein 
consume En tiiw day may add the g of 
protein consumed for the day, multiply 
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the total by four, divide the result by 
total calories consumed that day, and 
multiply by 109 to obtain percent. 
7. Increments for Calories 

15. The agency received only a few 
comments concerning the proposed 
change in S 191.9(c)(2) to delete the use 
of Z-celorie increments for expressing 
caloric content up to and including 20 
calories per serving. Most of the 
comments agreed with the pmposall 
which would express caloric content to 
the nearest S-calorie increment up to 
and including 50 calories and to the 
nearest lo-calorie increment above 50 
calories. While one comment disagreed 
with the proposed change to deIete the 
2-calorie increments on the basis that it 
would permit less accurate information 
for very low calorie foods, another 
comment considered a-calorie 
differences as inconsequential to the 
consumer. Another suggestion was 
made to round all calorie 1eveL to the 
nearest 5catorie increment. 

FDA is not persuaded by the 
comments that there is sufficient reason 
to maintain the use of a-calorie 
increments for foods containing 20 or 
fewer calories or to use only 5-caloric 
increments. FDA acknowledges the 
concern expressed &out very low 
calorie products. However, only a 
relatively small number of products will 
be affected by the &ange. In fact, the 
agency traditionally has been tolerent of 
slight differences in the declared and 
actual amounts of calories. Current 
5 101.9(e)@), redesignated as 
5 10~.9(g)@), states that “Reasonable 
deficiencies of calories * l l under 
labeM amounts are acceptable within 
current good manufacturing practice.” 
Thus, FDA is adopting this aspect aif 
5 101.9(c)(3), redesignated as 
5 101.9(c)(l). as proposed. 
C. Total Fat, Fatty Acids, and 
Cholesterol 
1. Total Fat 

In the mandatory nutrition labeling 
proposal, FDA proposed to require the 
declaration of fat, saturated fat, and 
cholesterol. In addition, FDA proposed 
definitions for saturated fat, unsaturated 
fat, polyunsaturated fat, and 
monounsaturated fat. The agency did 
not define “fat” (i.e.; total fat) for 
nutrition labeling purposes. For 
compliance purposes, FDA has used as 
its definition the sum of compounds 
with lipid characteristics that are 
extracted by the Association of Official 
Analytical Chemists International 
(hereinafter referred to as AOAC) 
methods or by other reliable and 

appropriate analytical procedures 
(current 5 lO1.9(e)(2)). 

16. The agency received a number of 
comments concerning the agency’s 
standards for assessing tatal fat. A few 
comments from food manufacturers and 
trade associations agreed with the 
customary method of estimating dietary 
fat. Comments from other faod 
manufeirturers, trade associations, 
college and university nutrition 
professionals, consumer advocate 
groups, other Government agencies, and 
foreign governments, disagreed with the 
agency’s position regarding the 
determination of fat content. Some of 
these comments expressed uncertainty 
about what current declarations of bat 
represent. It became evident that some 
persons considered that the agency had 
implied a definition of total fat as the 
sum of all triglycerides by stating in 
current 5 101.25(c)(2)(ii) that the amount 
of fatty acids was to be calculated as 
triglycerides. This statement led some 
comments to assume that mono- and 
diglycarides did not need to be included 
in the declaration of total fat. 

Several comments suggested that the 
definition of fat should include all 
dietary lipids, especially mono-. di-, and 
triglycerides. phospholipids. and free 
fatty acids. These comments pointed out 
that advances in food technology have 
led to the development of fats and oils 
that reduce the triglyceride content 
found in foads by replacing triglycerides 
with mono- and diglycerides and 
phospholipids. These new forms of fats 
provide calories and should be included 
in total fat values declared in nutrition 
labeling. 

One comment suggested changing the 
definition of fat to “substances 
possessing the physiological properties 
of fat.” This comment stated that this 
definition would encompass all types of 
dietary fats. Another comment 
suggested that the definition be the 
“sum of fatty acids from a total lipid 
extraction.” These comments pointed 
out that dietary lipids not only 
contribute to the total dietary caloric 
intake but have other physiologic 
functions attributable to fats. These 
functions include transporting of lipids 
and fat soluble vitamins in the body and 
structural functions in cell membranes, 
as well as serving as essential fatty acids 
and as precursors of certain hormones 
and eicosanoids. 

Several comments suggested that 
FDA’s position an total fat is not 
consistent with the definition found in 
Codex Alimentarius or with that used 
by the Canadian government and the 
EC. According to the comments, the 
international definition of fat is not 
restricted to triglyceride-releasable fatty 

acids but includes total free fatty acids 
and other lipids, including 
phospholtpids. 

A couple of comments suggested ! iat 
the definition of fat should exclude 
some types of lipids (i.e., 
phospholipids, plant stemls, and novel 
lipids) because these lipids constitut : 
only a small portion of total fat 
consumed, and, according to the 
comments, these types of lipids have 
not been reported as having a causal 
roIe in disease. 

The agency is concerned about the 
obvious confusion caused by the lack of 
a precise definition for total fat. Because 
of the importance given to dietary 
recommendations to reduce the intake 
of total dietary fat, it is critical that all 
parties [i.e., Government agencies, food 
manufacturers. health professionals, 
nutrition scientists, and consumers) 
clearly understand what the values 
declared on the nutrition label 
represent. 

Concerns that the tota fat value not 
be underrepresented have persuaded the 
agency that it is not adequate to 
continue only using a reference to 
AOAC methods or “other r&able. 
appropriate ana1yticaI procedures.” 
Such an approach allows for the use of 
many methods that measure different 
analytes. For example, according to 
AOAC procedures, “fat” content can be 
determined by ether or chloroform- 
methanol extraction. In the case of an 
ether extraction, results yield a vahm for 
neutral lipids which are primarily 
triglycerides (a complex lipid composed 
of giycerol and three fatty acids) and 
some mono- and diglycerides. In 
contrast, the ch1omform-methanol 
extraction method extracts all classes of 
lipids. The two methods, which are both 
acceptable according to current 
regulations, may result in different 
values for total fat being obtained for the 
same product and different values being 
declared on the nutrition 1abel. 

The agency believes that the use of 
the implied definition of total fat as the 
sum of triglyceride fatty acids from 
saturated, polyunsaturated, and 
monounsaturated fatty acids, would in 
some cases underestimate both total g of 
fat and the caloric intake from fat. The I 

agency agrees that all forms of fatty I 
acids that contribute to energy intake of 
foods should be included in the 
calculation of total fat, particularly in 
view of dietary recommendations that 
target total fat intakes at 30 percent or 
less of calories. 

For these same reasons, the agency 
disagrees with the suggestion that some 
lipids (e.g., mono- and diglycerides and 
phospholipids) be excluded from the 
definition of fat. 



Therefore. the agency has de&led to 
define total fat as &Ml lipid f~%Ry acids, 
that is, the sum of fatty acids from 
mono-, di-, and triglycerid+as, free fatty 
acids, phospholipid fatty acids, and 
sterol fatty acids. This definition 
includes all sourc8s of fatty acids that 
provide energy, pr8v8nting 
nn$arcrstimates of edgy &om tot+ ht. - 
It Jsoacknowled@.+s that certain lipid 
components, such as cholesterol and 
other sterols. da not 8ontribtrte 
metabolizable calories &id ccmetitut8 
only a ve small amourM3f the tbtal 
weight of ipids. 7 

This definition r8preeents all fatty 
acids obtainabli from a t&as tipid 
extractitin.‘The d8f&ftion&~ n$t ’ 
requite that a sin&l8 8xtrWtW~rmfth8d 
be wed. T&e 8xtra#ion n&hod k+ikl 

procedures am dWmssedf&her in 
section IV. ‘of this doqurnont. 

agency 6~1~~ the SfbroI fiziqtio~, not 
a kge diff&&oe in quarititative~ terms. 
Fur&err&&e, the agency’s definition 
reW,&* goWfor consum$tion of 
only 3Q percent of8alories from fat, 
because the stedsme not&orbed and 
therefore do%otcontribute calorks. 

Howeveri the agency uhao recognizes 
that the definition of total fat as total 
lipid My acids does not’ account for the 
weight of glycerol to which the fatty 
acid chains are link8d in the formation 
of mono-, di-, and triglycerides. Unless 
the glycerol is includeel in the, weight of 
the total fat, it wizll~be reported aa. 
carbohydrate. &I this c&x&reds in 
which the fat is ‘mostly triglyceride, e.g., 
corn oil and &rd, will app88r to Bave 95 
percenttotal fat and 5 mt 

i carbohydrate, while other produots such 
k as muscle meats which have never been 

reported to contain carbohydrate may 
now contain meaenrable amounts. 
These values would conflict with 

I common perceptions OF food 
composition because nutrient data bases 
and food composition tables routinely 
inchrde the weight of glycerol in the 
decleratfon of total fat. 

Th8r8fkW83heagsdcy~bat&cid8d%r 
require&at the declaration of total fat 
be expressed es the amount,of 
triglyceride that would provide the 
analytically measured~amonnt of total 
lipid fatty aoids in the food. This 

in th8 nWltion label, SW 
r continue to requfre usa OF 

cy will 
8 term 

“tUf&fR~~ tQ b&CQQiiSbnt With the 
terminology used in diemry 
recomm8nd8tions and to avoid 
consum8r eonfusion.. 

17; ‘g8v8ral commentsfrom 
marWacturers, trade assocktions, a 
consutnerti~~ ‘,imda 
res~firm addressed $ e issue raised 
in th8 preamble to #h8~sup@tmen 

3 propoaal@WfWWM at6937lI of e 

dige&fb#fy. Aea ma&t, these 
compaUnds have the teclmicai effect of 
fat With less calories than traditional 
fats. 

Comments requ8st8d that fat be ’ 
defined to excUi8 various types of very 
long chain fatty acids because of their 
poor absorbability and reduced 
digeatib‘ility. A recent article was cited 
as evidence of the poor absorption of th8 
very long chain fatty acids (Ref. 33). One 
comment stated that the definition of fat 
should exclude extractable compounds 
that do not have the physiological 
effects of fatty acid oompounda, Two 
commente qgeated the or&&on ef 
these fatty 8&s from fat an&calorie 
de&rations similar to the,omission of 
insoluble dietary fiber from calorie 
declarations. .Atxording totbes8 
comment8 “total fat” should be definsd 
as “total ‘digestible’ fat” to allow for the 
use of fat-type ingredients that have 
reduced digestibility and,therefore 
fewer calories than the fats they replace. 
The declared amount of fat would then 
be the total analytically determined fat 
times the fat di 

FDA a&now B 
estibility coefficient. 
edges the effect that the 

use of certain very long (longer than 18 

carbone) oh&r eaturatnd fatty acids with 
reduced dig&ibility have on the fat and 
calorie content of fodds. hran effort to 
encourage innovation in the creation of 
products that provide lower fat and 
lower calorie contents to enable the 
consunning public to have a healthier 
diet and thus to meet one of-the 
objectivas ,of ths SurgsonceBe Iii 

rimary 
!s , 

‘report on Nutrition and Health ‘(Ref. 2). 
the agency is willing to consider the 
difwTt3it 

x 
of novel fat compounds. 
e 8 

becaus8~f the 
ncy has conoluded that 

x ‘versity of possible 
products, it ia not ap 
the d&r&ion oft J 

ropriate to modify 
fat ‘in 0 tOi.Q(c)f2) 

to allow for alternat values b8cais8 of 
redwed digestibi@y uf very lohg chain 
fatty acids. Rather, th8 agency will 
address the digestibility of new 
ingmdiehts containing these fatty acids 
on a case-by-case basis. 

Because the dig8&bility of a 
substance is one of the identifying 
characteristics of the substanc8, the 
agency requests that manufacturttra who 
wish to declare adjusted values of total 
fat based on reduced digestibility 
include%nformation on the digestibility 
of the compound, anaiykd assay 

determtning the tit&ve@aokWion, 
of fats and theta rfc c&ntribution fkom r 
fats’as part of the statement of identity 
for the substance in the listing 
regulation in part 172 for food additives 
and in part 184 for substances whose 
use is affirmed as GRAS. However, FDA 
recdgnizes that m8chanisms other than 
food additive or GRAS petitions may be 
appropriate to b ’ 
digestibility of a su T 

issues involving the 
stance to the 

attention of the agency. lnter8sted 
persons may wish to use the mechanism 
in 5 101.9@ to request to use specific 
digestibility coefficients. 

. 

1% Several comments said that there 
is a ne8d for adequate anal 

T 
cal 

me&ode for assaying nave forms of fat 
in new low-fat foods. They noted the 
difficulty of isoteting new ingredients 
by th8 traditional orAOAC 
determinations for fat. As one comment 
stated, the current acid hydrolysis 
analysis may not be appropriate for 
these type of substances. 

FDA @rees with the concern about 
analytical methodology and is aware 
that diff&nt methods might be needed 
for each product or typ of roduct. 
Because of this concern, an !I as noted in 
the precedfng comment, the agency 



1 

acids, the m&r aattiti f&Q &ds in 
the U.S. food mtpp& FDA uested 
comments on the qw3$ions Yt whet fatty 
acids should be comddered as saturated 
fatty acids, en4op whqt basis &es13 
decisions should be made (55 PR 29487 
at 29495). 

2Q. Many comments. incsyding 
comments iiomfocd manufacturera emd 
distributors, trade associations, 

lx$eshd organix&ions, nutritionists, 
&d state health departmax& agreed 
with ImA% prapoaal to include only the 
four saturated itty acids with 12 to 18 
carbons &tuak~ myrisk, pdmitic, and 
stearic‘acids~ ip the definition of 
saturated fat h Waling puqoses. The 
reason8 @v4ua in&de& (L) Lsuric, 
myristkpalmitkandstearioacids 
comprise the vast majo@ty of %&urated 

incA~apturatesEiittYwvrithless 
than1aceEbopsinthe~ed~t 
caQeporJ1‘~ar fJQmBwa~S~~ 
F’A’h +mdude Amtrict add ~rmyriitic acid 
frtx&fhe;8strirehedfetcetegQryfw 
Ath?Ain&~ThereasQnSgiVen 
wew II) !i%at the medium &&I My 
acids (CS:O-CIO:O~, lauric acid &X!:O), 
and myristic acid fGl4:Ol am readily 
absorbed and oxidized and may not 
raisebAmitA teaA and &L&cholesterol, 
and (2j &et medium &tin fatty acids 
am minor sources of saturated fat in the 
American c&t. In taatsast a consumer 
and a state agency qgested that FDA 
include satursked fatty acids with 
carbQnnumberslesstAnm12izlabl3 
satllln~ fat ClrteaoFy because they may 
elevate blood CholesteroA. 

some cctmments from 8 ma@ food 
manufacturer and a state public healtb 
depaitrnent steted that satumted fatty 
acids with ceebon chains kmger than 18 
(i.e., CZO-C24f should not ba 

thatHDA’spreposi4tcr%s;MdtIm 
defilrltian of se&rat& fet to only lauric, 
myriatic, pahnitfc, and siteark a&is is et 
variance with fhe cQdex.Aljmentarhts ; 
Commissk EG, E& #2mad&n 1 
defkii&ms.I%egstetithatUm 
pro~deMQM frore in&rnatiQmd 
definitions pxfM%t 8,erriouo*heua Bop 
foodaqxi&esintbeFOndwouldbe 
CQnfuJin forcaas-. They 

1 suggest tAwFDAirkduda~-ted 
fatty acids without double bonds in the 
saturated &t definition. A major f&xi 
manufacturez r&o stated &et it already 
had encountered minor probkns with 
different defi&tfons in MeIs for Canada 
and the United Kingdom end suggested 
that FDA consider iaterrmtkmal 



ebout physiologic effe@ other thea 

acids. 

consumption to 3@ 
and satumted fat 
than IO perctmt of c&ries. Food 
composition data tab& have generaliy 

risk of 
es-P 

all the chemicsl2v de&d saturated 

dietazy reoommend&kns pertains to the 
ch8mical elsssifioau6A of wy ac5ds, 
not FDA% uirrent, mom restricted 
definition. 

Accor&ngly,~FDA has amended 
§ lOl.!W(41fi), redesi~ated as 
§ 101.9kW~U to define sabmtetf fat as 
the sum of& fatty acids containing no 
doubls bonds. 

and 

IA addition, the vticjr L CMKXSII~ 
that the term ‘22h&&i&mi* ktty 
acids” witi be co&u&g to c~&~meps. 
Since consumers am unfamiliar with the 
term “cholestar&raising f&y acids,” 
there is a possibility that they would 
misinterpret it and would aroid foods 
with such a declaration on the nutrition 
label: even if+ Went af the labeling 
was to indicate the E~~WICB of t&s& 
fatty acids. Also, given that the only 
fatty acid de&ration tbe,wncy is 
requiring is saturated fat (de&M as the 
sum of all satureted fatty acids), any 
added de&n&ion of “&oksteroC 
raising fatty acids” would be on a 
voluntary basis. Under these 
circumstances, manufacturers could be 
expected to only include this 
declaration when the level of such fatty 
acids is low to emphasize the absence 
of such components from the product. 

ratedabove, . 

appro 
acids E 

&de t‘o di$inguish among fatty 
y the terms “chokterokaising 

LDLy24mbsterol. This am is 
.consasterrt with the wcy’a intention of 
providing tidal information on the 

some comments 
B %A&WiOA of ~teariC 

tmn of saturated fat 
4mnsumer’s association of 

rholester 
w&h,kzeaeed blood 

iti&,. it is reasonable to 
indicate @MM&W of ahe saturated fat 
content oFtie food that is stearic acid 

when a huge p~&rm of the saturated fat 
in a pm&Mrm&?s of s&a& acid, the 
fat contemtt of &be food is not likely to 
incr’ease blood total end LDL-cholesterol 
levels. 

The agency, however, has some ! 
reservetions about &owing for the 
voluntary labeling of stmric acid in that: 
(1) Qther saturated fatty acids thet may 
raise blood to&at f&d LDkholesterol are i 

one risk factor of B 
bkod 
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cholesterol level, is addressed; (3) it 
may corn 
label; an B 

licate and overcrowd the 
(4) it would require a 

consumer information program to have 
an 

1y 
meaning to consumers. * 

n addition, recognizing particular 
saturated fatty acid effects on blood 
cholesterol may require that the agency 
redefine the saturated fat threshold 
criterion for cholesterol claims in 
5 101.62(d) (cholesterol claims are not 
allowed on foods containing more than 
2 g saturated fat, defined as the sum. of 
all fatty acids containing ni, double 
bonds, per serving), as described in a 
companion document on nutrient 
content claims published in this issue of 
the Federal Register. Because of the 
agency’s reservations about the 
meaningfulness of labeling of individual 
fatty acids and the need to reconsider 
criteria for cholesterol claims if such 
action was to be taken, the agency 
concludes that more information, 
including public comment, is necessary 
before taking further action on this 
approach. The agency intends to further 
address this issue at a later date, and 
would welcome submission of 
information and views on this question. 
3. Polyunsaturated and 
Monounsaturated Fat 

a. Use of the term “unsaturated fat”. 
FDA proposed in both the July 19,1990, 
and November 27.1991, documents in 
$101.9(c)(4)(ii) to permit the voluntary 
declaration of the quantitative amount 
of unsaturated fat in nutrition labeling. 
The agency proposed to make the 
declaration of unsaturated fat 
mandatory if claims were made about 
fatty acid or cholesterol content or if the 
manufacturer voluntarily declared the 
number of calories from unsaturated fat. 
Alternatively, the agency proposed fo 
allow separate declarations of 
polyunsaturated and monounsaturated 
fats. 

22. The agency received comments 
that either agreed or disagreed with Ihe 
proposed defini ion and voluntary use 
of the term “unsaturated fat”. 
Comments that supported the use of the 
inclusive term did so because neither 
monounsaturated nor polyunsaturated 
fats have been shown to increase the 
risk of coronary heart disease, and 
because both types of unsaturated fats 
decrease the risk of coronary heart 
disease relative to saturated fat. 

Comments objecting to the term 
“unsaturated fat” argued that the term is 
not useful, that it offers no additional 
informatlon that could not be obtained 
by subtracting the saturated fat content 
from total fat, and that it obscures the 
presence of essential fatty acids. Other 
comments were concerned that the term 

was misleadin in that it suggests that 
all unsaturate d fats are synonymous by 
including both cis and tmns isomers 
and both poly- and mono-unsaturated 
fats together. These comments argued 
that in light of the current uncertainty 
and controversy surrounding the 
physiological effects of trans fatty acids 
(which are a particular type of 
unsaturated fatty acid having some 
physical properties of saturated fatty 
acids), use of the term “unsaturated fat” 
would not only be misleading to the 
consumer but possibly could have an 
adverse effect on the health of some 
individuals. This opposition to the 
inclusion of trans isomers in the 
definition of “unsaturated fat” was the 
most frequently repeated concern. 

Comments suggesting that it would be 
misleading to group poly- and mono- 
unsaturates together argued that this 
action would imply that the two types 
of fatty acids are the same and have 
similar effects on blood total and LDL- 
cholesterol when, in fact, they do not. 
It has been reported that 
monounsaturates do not’effect blood 
total and LDL-cholesterol levels and do 
not reduce high density lipoprotein- 
cholesterol when substituted for 
saturated fats. On the other hand, 
polyunsaturates have often been 
reported to reduce blood total and LDL- 
cholesterol levels and to decrease blood 
pressure. 

A few comments suggested that if the 
term “unsaturated fat” is permitted, the 
declaration of the cis forms of 
polyunsaturates and monounsaturates 
should either be permitted or required 
at the same time. Comments also argued 
that there is no scientific consensus 
supporting the use of the inclusive term, 
and that it was not a term used in 
international trade. 

FDA is persuaded by these comments 
that the use of the term “unsaturated 
fat” is potentially confusin to 
consumers, does not provi e useful f 
information, and could result in 
consumer deception. Accordingly, the 
agency is revising the regulation by not 
providing for the voluntary declaration 
of unsaturated fat in nutrition labeling. 
As a result, the proposed listings of 
polyunsaturated fat and 
monounsaturated fat in 
S 101.9(c)(4)(ii)(A) and (c)(4)($(B), 
respectively, are redesignated as 
!j 101.9(c)(Z)(ii) and (c)(2)(iii). In 
addition, each paragraph has been 
modified to incorporate provisions that 
had been included in proposed 
5 101,9(c)(4)(ii). The revised listings 
provide that the disclosure of the level 
of polyunsaturated fat and 
monounsaturated fat is voluntary unless 
claims are made on the label about fatty 

acid or cholesterol content, and that, if 
either polyunsaturated or 
monounsaturated fat is declared, the 
other must also be declared. 

b. Trans Fatty Acids. In its July 19, 
1990 proposal on mandatory nutrition 
labeling (55 FR 29487 at 29496), the 
agency tentatively concluded that there 
is no basis for declaring tmns isomers of 
fatty acids on the nutrition label. This 3 
conclusion was based on a consensus 
report that noted that current evidence 
does not support a blood cholesterol- 
raising effect for trans isomers when 
they are substituted for saturated fatty 
acids in the diet. The agency requested 
comments on this issue. Later that year 
new research and commentary was 
published (Refs. 12 and 13) which led 
FDA to request in the supplementary 
proposal (56 FR 60366 at 60371) 
comments on the significance of the 
new findings and a reevaluation of any 
comments submitted on trans fatty acids 
in response to the July 19,1990 
proposal. 

23. Several comments, from a major 
food manufacturer, health professionals, 
a professional health organization, a 
state agency, a trade association, and a 
consumer, suggested that FDA include 
trans fatty acids in the saturated fat 
category because research suggests that 
trans fatty acids raise blood total and 
LDL-cholesterol. On the other hand, 
several comments were against the 
inclusion of tmns fatty acids in the 
saturated fat category because the 
evidence of a cholesterol-raising effect 
of trans fatty acids is not conclusive. 
Several comments suggested that trans 
fatty acids should be declared separately 
because it may increase blood 
cholesterol. 

FDA disagrees that there is sufficient 
evidence that indicates that trans fatty 
acids raise blood total and LDL- 
cholesterol. In 1965, a report of the 
Federation of American Societies for 
Experimental Biology on “Health 
Aspects of Dietary trans Fatty 
Acids’YRef. 42) concluded that human 
studies indicate that trans isomers are 
little, if any, more cholesterolemic than 
cis isomers. In animals (rabbits, swine, 
and monkeys), trans fatty acids are 
cholesterolemic but not atherogenic. 
Since the publication of the Federation 
of American Societies for Experimental 
Biology report, a scientific review 
article, (Ref. 40) concluded that reports 
are inconsistent regarding the effects of 
trans unsaturates on blood total and 
LDL-cholesterol levels in humans. 

Recently, two studies in The 
Netherlands (Refs. 12 and 43) have 
shown that a high intake of trnns fatty 
acids may elevate blood total and LDL- 
cholesterol concentration. Concerns 



In contmst, am&er study [Ref,, 44) 
seems to indfcatktbst &ons fatty acids 
do not raise bkxktabiqd LDL, 
cholesterol in mu#y 
hypercholesterohunfc, normotensive 

Netherlends @tef. &I tbet suggests that 
trcms fatty adds raise LMrchdesterol. 

fnthe8bsenceofthefuf)yenalyz8d 
data from this st&y, the agency 
considers it premature to requfre the 
labekg of trons f&ty e&?s~use of 
their effects on tebl ur LDMhobst~l. 
However, even if there was a need for 
labeling of &wns Wy ad*, the a 
does net e@ee%bet&ms f&By ed %I? 
should be included in the c&gory of 
satur8t~d fats. Thsegency Bas fiqped 
against iricbiskmov &Mon of 
particular saturated futty acids fnthe 
deft&ion ofsettmated fat sofely on the 
basfs of their effect on blood totaf and 
LDLchulesterol Is addftion, the agency 
recognizes that fr&tekm uf Urns f8tty 
acidsintbedeffnUonof8eWetedfUis 
not consistent w&htbe~~ Co&xc, or 
Canadian de&None&r fat. 

Beams8 of the m uncert&ties, 
the agency do& not egfee that a separate 
de&r&on of iro&Wy adds ie 

t 

rrwgnizes that it may be.mxessaq to 
readdress the labeling of tmns fktty 
acids in thenear future. * 

24. @‘ie comment &uggested that not 
all foods voluntarily declaring levels of 
monouns8turates and polyunsaturates 
need to be analyzed to differentiate cis 
and tmns fatty Bcids because only those 
containing hydrogenated fats would 
contain tmna isomers. 

The agency egmes with this comment 
in the case of vegetable oils and other 
plant lipids. However, naturally 
occurring trons fatty acids are found in 
some auimal lipids (e. 
products). If there is a % 

., dairy 
equate and 

rehable rsason te b&eve that 8 nutrient 
1s not 

r 
ntiS$8food,theFeisnOntMd 

to ana yee for that nutrient. However, a 

manufaoturev ir 

d8finitions excfude tins Somers. The 
defhdtionufpid~t8df8tis 
consistent with currsnt 
f 101.23(c~3)(&0(). FDA bas not 

manukturers, tradeeesociations. 
heeltbpibmcddonorgenf 
consumer groups, 8nd internation 
agencies supported the agen ‘8 
definition for polyunsatura t3 fat. 
However, some riomments urged FDA to 
change the def4it4n to rekt the 
v8rious physMogjo.31 rohre ofspedfic 
types of pofyunaetumted fatsi in 
particular to e&w for&e fdentific8tion 
of omega-3+3) and omega-6 (n-6) 
htty a&b, indkating that these are 
essentiar l&o.be~d~t~and qMt~tberati0 of 
consumption of these fatty acids m be 
im ort8nt. 

lb Aisnotpemuadedthattbereisa 
need to require further breakdown of 

P 
olyunseturated fats in the nutrition 

abel. As discussed above, FDA is 
concerned that additional inform&on 
on the nutrition panel may confuse 
consumers and inter&em witb their 
undsrstsil<fiag of utber required 
information. 

However, the agenq agrees thet tb8re 
are valid reasons to cone&r the 
VOh&IitCWJf 18 

Y omega-6 fetty aci 
ufomega-3 and 
. These &en&al 

d@tfnctions are imporbmt~~w~Iy 
because the omege-3 
thefirstdoublebondat 3 ethirdcarbon 
from the methyl end of the fett 

51 
acfd) 

and omega-6 fatt acids (with e first 
double bond at t z e 6th carbon from the 
methyl end) are not interchangeable 
during metabohsm in the body; rather 
each must be supplied by diet. Each 
subcategory has members that ere 
considered essential nutrients (a- 
linolenic acid and ltnoletc acid, for the 
omega-3 and om8g8-6 classes, 
res 

cr 
e&rely) @ef. 23). Dietary omega-3 

an omega-6 fatty acids 81~1 precursors 
for biohrgicaliy active compounds, e.g., 
ptOSt8g~Mdin8. eicosanoids, and the 
nutritional balance of omega-3 and 
Omega-6 fatty 8cide modulates the 
production of many of these biologically 
important substances, Furthermore, 
omega-3 and omega-6 fatty acids are 

Altho&@be IWionaf Reseerob 
Council has not y@t s&&&ski 8 

contain sub&u&M am5unteof omega-3 
fatty acids to v abtahalld 
intake of these two CEerwes cbf*p a&h. 

However, I?D&is net My fremu&& 
about the usefebmss ofedditinef i&&l 

agency intends to address t& issue at 
8 k8tWw,Wd WfRdd 56dWtM 
tathbab~ofi~rm8tirsn end views on 

voluntary. one of these cmnments was 
concerned with possible se&&y issues 
associated with incre8sed consumption ! 
of po&ns8turated f&s. The comment 
alleged that polyunsehtrated f8ts cenvey 
apotentielsourceof~r8d@l 
peroxidetion products, and that 
consumers should be informed of the 
amounts of polyunseturated fat present 
in a food. Other comments merely stated 
that mandatory declaration of 
polyunsaturated fat would provide 
cmmcmem with v&able and mom 
corn 

d 
lete nutritional information. 
A is not penweti that there is 

need to require the inclusion of 
polyunsaturated fats on th8 nutrition 
label. 
criteri 
forth in the mandatory nutrition 



labeling proposal (55 FR 29487 at 
29493) that the nutrient~or food 
component be of parttcular public 
health significance, and that 
quantitative intake recommendations for 
the nutrient be gtven in major scientific 
consensus reports. The comments 
largely support this view, and the 
agency therefore rejects the suggestion 
that the &claration of polyunsaturated 
fats be mandatory. 

The agency disagrees with the 
contention that commonly consumed 
amounts of 

P 
olyunsaturated fats would 

poseanysaetytWmerns .‘While the 
potential exists for formation of 
oxidative products as a result of the 
increased number of double bonds-- 
prosentin:po$yunsaturated fats, any risk 
would only occur at very exaggerated 
levels of consumption. 

d. Monommtwuted fqts. 
27. Comments both a@wd and 

disagreed with the proposed de5nition 
of “monounsaturated tit.” Those 
op osed generally requested that the 
de E nition not exdude tmns fatty acids 
on the basis that the have not been 

raven to have an E 
1 

tl verse effect on 
ealth or disease in humans, or that cis 

and tmns isomers have simi(er 
i#S. 

definition of monounslltivetecf fats until 
anexpe&‘ 

J- 
1 kin d&me if tmns 

or unusu &i4tomers f&Bed a5 
com@nmts of cmnmemial 
hydrogenation fncrease the risk for 
coronary heart disease or other health 
related conditions. 

Comments from medical associations, 
trade associations, a consumer edvocacy 
group, the Canadian government, and 
the RC supported the proposed 
definition, focusing partiouhuly on two 
considerations. First, WJJW fatty acids or 
unusual cis isomers formed during 
commercial hydrogenation of 
unsaturated fats may increase the risk of 
coronary heart disease, and, second, 
monounsaturated fats, as defined in. the 
proposal, may reduce blood total and 
LDL-cholesterol and reduce the risk. of 
coronary heart disease. Comments also 
suggested that the inclusion of trms 
fatty acids may mislead consumers, who 
perceive monounsaturates as healthful 
or at least as not harmful. 

FDA concludes that there is no need 
to amend the proposed definition of 
“monounsaturated tat.” The comments 
received, the sdenti5c reports they 
discuss (Refs. 12 and 43). and the 
concerns addressed in the precedin 
discussion of tmns fatty adds estab s ish 
that to include bans isomers in the 
de5nition of “monounsaturated fat” 
would be misleading and will not a.ssist 

consumers in maintaining healthy 
dietary practices. The agency is not 
wilIing to include trans isomers in the 
label definition of “monounsaturated 
fat” until there is further ,consensus 
based on publicly available, ,Well- 
designed, and well-conducted studies. 

as more deta concerning the 
d s&t 

become avafiab T 
of hs fatty acids 

e, the age+ may 
reconsider its decisions to define 
monounsaturates as the usual cis- 
monounsaturated fatt 

r 
acids. 

28. Cne comment a so obiected to the 
’ proposed definition of 

“monounsaturated fat” because it would 
require manuhctumrs tg conduct a 
further analysis of lipids to differentiate 
between cis azid &rns isbliiers. The 
comment argued t&t this extra analysis 
w&s not jut&&d by available scientific 
data and would cause a financial 
burden. 

The agency dtsagrees with the 
comment. The declaration of poly- and 
mono-unsaturates is voluntary. 
Therefore, an analysis of unsaturated 
isomeric forms is only uirad- if the 

“8 manufacturer chooses to eclaw poly- 
or mono-unsaturates or to make fatty 
acid or cholesterol claims. In such cases, 
given the controversy on the effect of 
frons fatty acids, the additional analysis 
is necessary to 0nsure that the 
declaratton or claims are not 
misleading. 

29. f&m comment suggested that the 
agency should include stearic acid in 
the de5niMon of monounsaturated fat by 
virtue of&r effects on blood total and 
LJX-choles&ol. The comment stated 
that scientific data suggests that stearic 
acid does not increase blood LDL- 
cholesterol, and that it is rapidly 
converted to oleib acid, an unsaturated 
fat that does not raise blood total and 
LDL-cholesteml levels. 

FDA does not agree that stearic acid. 
should be included in the definition of 
monounsaturated fat. Chemically, 
stearic acid is a saturated fat, and the 
agency, therefore, finds that it would be 
inappropriate to include it with 
monounsaturated fats. The agency has 
acknowledged above that some studies 
and some consensus statements suggest 
that stearic acid does not increase LDL- 
cholesterol relative to other saturated 
fats. However, stearic acid does increase 
LDL-cholesteml relative to 
monounsaturates and polyunsaturates 
(Refs. 12 and 43). Accordingly, the 
agency is not including stearic acid in 
the definition of monounsaturated fat. 
4. General Issues Related to Declaration 
of Fats and Fatty Acids 

a. Calculation of fatty acids as 
triglycerides. 

30. A comment was received that 
disagreed \niith 

r3 
osed § 101.9(i$(4Ni) 

and (c)(rl)(ii), w i would re uire 
saturated fat and unsaturated 1 t content 
to be calculated as trig1 iides. The 
comment noted that va f” ues in current 
data bases are reported as the free fatty 

Thii reqbemeet dates be& 5 ihe 
initial nutrition labelin 

ii 
regulation 

promulgated in 1974. js requirement 
was a result of comments from industry 
at that time. 

To provide consumers with nutrition 

as tig&cerides, Aa a qon&equence of the 
change in method of reporting, slightly 
lower values for the various fatty acid 
declarations will appear on the label 
because the Weight of the glycerol 
molecule in triglycerides is not included 
when free fatty acids are d&red. Also, 
fatty acids from mono- and diglycerides 
used as a source of fat in many @ducts 
will be included using this revised 
means of ~orting&&adds. 
According&y; FDA ks amend@ 
5 lol.s(iz)@)(Q for saturated fat and 
5 lOl,Q(c)i2) (ii) end (iii) for 
pol~~~ted~imd~ se-ted 
fat, respective&y, to rennMm the 
requirement that the f&t 
“calculated as Mglyceri fy 

acids be 
es.” 

b. Increments for de&ring fats and 
fatty acids. The mandat 

3 
nutrition 

labeling proposal retain the current 
requirement for the de&ration of fat in 
g and added, as a requirement, the 
amount of saturated fatt acids in g(35 
FR 29487 at 28495). In 3: e 
sup 

E 
lementary prop,osd, FDA proposed 

to c angethe increments for declaring 
fats and fatty acids (56 FR 60366 at 
60380). The agency prorsed to yrire 
the declaration of total at, saturate fat, 
unsaturated fat, polyunsaturated fat, and 
monounsaturated fet in 0.5 (Y&g 
increments. The agen 

0!3K 
made this 

change in the prop’ provisions to 
make the increments in which these 
nutrients are dedared more consistent 
with the Ieveb at which these 
substances will have nutrttional 
significance, FDA beheved the pro 

B 
osed 

change would consequently pmvi e 44 
consumers with more precise 
information and a greater ability to 
discriminate among products. In this 
context, a level of less than 0.25 g per 
serving was established as the level at 
which saturated and unsaturated fat 
content would be expressed as zem. 
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31. Over 25 responses concerning fat 
increments were received in response CO 
the request for comments. Almost twice 
the number of comments disagreed with 
the proposal to declare total fat and fatty 
acids in 0.5-g increments as those who 
agreed with the proposal to do so. The 
rationale given by essentially all who 
disagreed with the proposed change was 
the lack of analytical methods that are’ 
adequate and sensitive enough to 
provide ,data to that degree of precision. 
Several comments recommended that 
the fat content of foods containing 3 or 
less g fat be declared in 0.5 (I/+g 
increments, and the fat content of foods, 
containing more than 3 g be declared in 
whole g increments. These comments 
suggested that the precision of 0.5 g 
increments for fat declarations is less ’ 
important for higher fat foods. 
Additionally, these comments stated 
that the variability of some fat assays 
warrants wholegincrements. especially 
for moderate and high levels of fat. It 
should be noted, however, that several 
comments stated that methodotogy does 
exist to support the 0.5-g increment 
declaration. One comment noted the 
desirability ofkeeping all 
macronutrients, including fat, in whole- 
g increments. Several comments cited 
the cost ofassaying to the 0.5 (*f&g 
level of precision as a reason for 
retaining the whole-g increment 
declarations for these nutrients. 

FDA has given careful consideration 
to the comments. The agency recognizes 
that labeling requirements must not 
only convey desired nutrition 
information for the consumer but must 
also be enforceable. Because of concerns 
about analytical precision, v,ariability. 
and the effect of product matrices on the 
methods necessary to quantify total fat, 
saturated fat, and poly- and mono- 
unsaturated fat declarations in 0.5-g 
increments, FDA has concluded that 
such precision is not necessary fol 
amounts of fat above 3 g per serving of 
food. Consequently, the agency is 
modifying 5 101.9(c)(2) and (c)(Z)(i) 
through (c)(Z)(iii) to require that levels, 
below 3.0 g per serving be declarejd in 
0.5 (l/Q-g increments and levels above 
3.0 g be declared in g increments. 

The agency disagrees that cost, 
although a factor. is a sufficient reason 
in and of itself to retain the current 
whole-g increments for total fat. 
saturated fat, and poly- and mono- 
unsaturated fats. The public health 
benefits attributed to decreasing dietary 
Intakes of fat (Refs. 2. 3,4, and 4711 
justify the use of 0.5-g increments to 
allow consumers to differentiate 
between products containing low levels 
of fats. 

32. A few comments urged that fats ’ 
not be declared in 0.5 (l&i-g increments 
to improve the legibility of the label. 

The agency is concerned about the 
legibility of the label. However, because 
of the public health significance of 
dietary intake of fats, FDA believes it is 
important to provide t,he$increaaed 
precision at Iow levels of fat. Inasmuch 
as legibility is more dependent upon 
factors such as type size and color 
contrast than,tbe addition of a decimal 
point and digit, FDA urges 
manufacturers to consider the 
readability factor and use great care to 
ensure that the information is Ie ible. 

33. Two comments requested t ?I at the 
agency permit the,declaration of total fat 
and saturated fat in tenths of a g. 

FDA does not agree. It is not possible 
to require the declaration of total fat and 
saturated fat in tenths of g increments 
because this degree of precision cannot 
be reliably obtained in al) foods with 
available methodology. 

34. Comments stated that the change 
from whole-g increments would be 
confusing and cumbersome to 
consumers. One comment requested 
that the agency adopt a consistent rule 
for al) macronutrients by rounding 
values to the nearest g. 

FDA does not agree that the use of 
different,increments for different 
nutrients will be confusing and 
cumbersome. These final rules allow for 
calories to be declared to the nearest 5 
or 10 calorie increment depending on 
amount, for fats to the nearest 0.5 (~‘2) 
or whole g, for cholesterol to the nearest 
5 milligram (mg) amount, for 
carbohydrates and protein to the nearest 
g and for sodium to the nearest 5 or 10 
mg increment. The rationale for each of 
these increments was explained when 
the increments were proposed. 

c. Amounts offatty nerds to be 
rounded to zero. 

35. A few comments disagreed with 
0.25 g as the cut-off level at which fatty 
acids could be declared at zero. The 
primary reason given for disagreeing 
with the 0.25 g cut-off was that the 
analytical methods are not sensitive and 
precise enough to detect that level with 
any degree of reliability. One of the 
comments noted that FDA had. in its 
proposal on serving sizes, referenced 
consumer complaints about fractional 
numbers. The comment felt it was 
contradictory to introduce a potentially 
confusing requirement for the proposed 
0.25 g cut-off. Other comments stated it 
would be confusing to consumers if, 
because of the rounding requirements, a 
product containing either 0.4 g or 0.45 
g total fat and 0.3 g saturated fat is 
declared as “0” g total fat and 0.5 g 
saturated fat. 

The agency isfpam&ded that the level 
of 0.25 g as the cutoff for a zero 
declaration for saturated, 
polyunsaturated; and monounsaturated 
fat coritentkiplies unwarranted 
precision. The ability todistinguish 0.24 
g as zero and @.26 g as a Q.S g inqunent 
is presently unsub@&et4& ~Tbre+fore, 
FDA Is amending 5 IOl.f#(c)(Z)(i) 
through (c)(2)fiii), to re 
a serving contains less % 

uire that when 
an D.5 g of 

saturated fats. polyirnaaturated fats, or 
monounsaturated fat, the content of the 
fatty acids will be expressed as zero. 
5. Cholesterol 

36. The majority ‘of comments agreed 
with the proposal fQr the mandatcvy 
declaration .of cholesterol content, A few 
comments disagreed stating that dietary 
cholesterol does not p&y e significant 
role in the etiology of atherosclerotic 
vascular disease. Some comments stated 
that the declaration of cholesterol would 
mislead consumers into believing that a 
food free of, or low in. cholesterol 
would be effective in lowering serum 
cholesterol levels no matter how much 
saturated fat or total fat, it contained. 
These comments suggested that 
declarations of cholesterol content 
should be either voluntary or not 

.permitted. 
FDA disagrees that tie declaration of 

cholesterol should be vduntary or not 
permitted.,The declaration of 
cholesterol content isrequired by 
section 403(q)(l)(D) of the act. While 
section 403(q)(2)(B) of the act allows the 
Secretary to delete nutrient information 
that is not necessary to assist consumers 
in maintaining healthy dietary practices, 
FDA does not believe that this is the 
case for cholesterol. There is a strong 
scientific consensus that high dietary 
intakes of total fat,,saturated fatty acids, 
and cholesterol are associated with an 
increased risk of atherosclerotic 
cardiovascular disease, most notably 
with elevations in blood LDL- 
cholesterol and increased risk of 
coronary heart disease (Refs. 2, 3,4, and 
30). 

Further, numerous controlled 
experiments, in both animals and 
humans, verity that dietary saturated 
fats and cholesterol elevate blood LDL- 
cholesterol. For this reason, current 
recommendations suggest limiting 
cholesterol to 300 mg per day as a 
means of lowering blood LDL- 
cholesterol and thereby reducing the 
risk of atherosclerotic vascular disease 
(Refs. 2, 3, 30, and 48). Accordingly, the 
agency concludes that the declaration of 
cholesterol is warranted and will be 
beneficial to many individuals in the 
general populatian in the monitoring of 
their cholesterol intake. Therefore, no 



37. A few commentt requested the 

index on the nutrition label is 
warranted. TheFe currently exists no 
consensus on t&e ef&acydas index. 
Ther~,~~:~swthet~ 
declemfi~u akche~d and satmeted 
f8L as req6red by the EY@ 
amendmen&, 8re an@&Bt for those 
who wish to moderate their intake of 
these nutrients. 

38.“Several comment8 dh8fp8d with 
the propos81 to decl8r-e ‘*not a 
signifimmt source of cholesterol” if 
&0kife~01 is j3mkmf k3f kst3 then. 2 mg 
per serving. Dne comment Suggeswed 
that thel8hel decl8r8 2Wo cholb8terol 
only if the product ia virtually devoid of 

1990, tentative fin81 rule on &&aA 
(55 FR 294aO at 294&l), FDA purposely 
S&f%3d 8 Q8lUe, less thiSI 2 Ing of 
CholeotftFo~ per serving, that is CfieteFily 
insignificant yet that can .be d&ected 
with Feasom&e ana.@ticab reliability, A 
qUant&tiVff dscl8&ion other th8n Zero 
would not necessarflyk more correct 
because Method#li+%l limitations do 
not generally permit~precise 
quantification of cholesterol content 
within the 95 percent confidence level 
below 2 mg emounts. It is ahzo 
extremely unlike1y thet sufficient 
quantities of foods containing less than 
z mg of cholesterol per serving would be 
consumed on a daily basis to represent 
a significant level of cholesterol intake. 

39. A few comments requested that 
foods having less than 5 mg of 
cholesterol per serving be permitted to 
indicate “not a significant source of 
cholesterol” so that skim milk, at .a mg 
cholesterol per cup, end similar foods 
could use the stetement. Proposed. 
5 101.9(c)(5) only allows its us8 on 
labels of foods containing less than 2 mg 
of cholesterol per serving 

FDA disaarees. The 8eencv believes 
that the statuement “not ‘; sig&icant 
sourm of choles&ro$” is only 
appropriate on foods that contribute 

trblyhsigniflarnt ammmt8of 
ta th8 diet, fd %htT Comp8Rion 

document on nutrient content clsims 
publi&d elsewhere in tbis issue of the 
Federal Re&#te~, the egency has 
d0t8I%nined&at fwds that contam less 
then 2 hg arPWt5d per 88rving 8re 

inditi&afly and coHe@iVel‘y, cwtrhte 
significantly fo 8 person’s daily 
chdesterol int8ke, Therefore, FDA is 
taking no action on the basis of these 
comments. 
D. Sodium 

40. The majority of comments 
sRipprf@l the proposal fer the 
mandatory declaration of aoditrm. A few 
comm8nts reqrmsted altWn8te method$ 
of !fl8ofaFing’sQdimA, 8uch as 8 s&Epm 
to potessium ratio and 8 sodium betance 
system. 

The agency has no date, nor weFe any 
submitted, that demonstrate that these 
alternative methods would more 
effectively present sodium content. 
Accordingly, FDA hes not revised the 
provision for the dec18Fation of sodium 
content. 

41. A few comments questioned 
potential beneficial effects of sodium 
restriction in nonhypertensive 
populetions. The comments SuggeSted 
that there is still d&ate within the 
scienfific ~ommutity 8s to whather it is 
8ppFoprtete for the generef population 
to reduce its overelf sodium 
consumption. Further, these comments 
stated that control of sodium intake is 
only relevant for those segments of the 
population that aFe SodiUm sensitive. 
These comments requested that the 
agency not permit the decleration of 
sodium, or that it make the deqiaretion 
of sodium voluntary. 

The agency disagrees. Section 
403(q)(l)(D) of the act requires the 
dec1aFetion of sodium. While section 
403(q)(Z)(B) of the 8ct allows the 
Secretery to deIete nutrient information 
that is not necessary to assist consumers 
in maintaining healthy dietary practices, 
the bulk of the accumulated evidence 
strongly supports the prevailing 
consensus that it would be prudent for 
the general population to reduce sodium 
consumption, even though not ail 
people display increased blood pressure 
in response to high sodium intakes. 

The Surgeon Geneml’s report (Ref. 2) 
asserts the need for moderation in 
sodium consumption, not only bec8use 
there is a benegt to persons whose 
blood pressures do rise with sodium 
intake, but also bfx8us8 there is no 
biologic81 marker for individual sodium 
sensitivity: Additionally, the report 
notes that there is no apparent harm 

from mo&mi& 8n&nzn m8Mrtions (Ref. 
21. AccoFdiFlgtr, s to1.@(&@, 
rede8ignated as Q %a?l.!?@#k will 
~~~thnmto mquirr, itwelium declamtion. 

42.Ons comment from 8 nation81 

FUHheF, the comment suggested that the 
manuf8cturer heak&ved.to m&e 8 
Claim, 8%&C& 8s “Qm if&W SCfdiUSA,” 
based on that 

Data on the cc&nt of the 
united sf&t3S W&F kSlk+hS WSWO 
pteviomdy submitted, retiewed, and 
discussed in the April 143,1984, final 
rub on ths declaration af sodium 
content (49 FR 15524). FDA’s ev8luation 
Of these data reVeab3d th8t a St&e label 
would accurately reflect the sodium 
content of 811 but 10 percent of soft 
drink products bottled in the United 
States, and that a~~coi?td&h& &old 
anply to the rema&der w&out severely 
oia8tillg the,sa&w Gaatrant. - 

Furtlm, the amnc-wstetd that the 
manufacturer had thi option of using 8 
single nazionwide label ,with the highest 
possibh aodinm leveldeclared~ This 
approach ivould re8ultin the sodium 
content being oversW8d by about 50 mg 
for a majority of prodUct& While 50 mg 
is not an insignificant amount of 
sodium. it represents 8 Fdfifive~y small, 
portion of the daily 8o&m’int8ke for 
all but those persons on extremely 
restricted sodium diets. ETiien If sodium, 
were declared based on the highest level 
of sodfum found in an 

fT 
Source of water, 

all regular and diet so drinks would 
fall into the “low sodium” category. 

FDA is not persuaded’by the comment 
to the July 19,199O OF November 27, 
1991, proposals thet an average Q&e 
representing a range of sodium levels, 
such as “less than 35 mg,” is 
appropriate for these products. Sodium 
content may be underrepresented by 
this method. 

Inasmuch as the declaration of 
sodium is required by section 
403(q)(l)(D) of the act, and no new data 
were presented with the comment, the 
agency is denying the request that a 
range of sodium content be declared on 
the nutrition label OF be allowed as a 
basis to support a nutritional cIaim. 
E. Potassium 

43. Several comments supported the 
proposal for the voluntary decfaration of 
,otassium ,-ane comment, however, 
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requested that the agencynot allow any 
decle;n i ion of potassium content. The 
CO~:;IF.-:‘ suggested that the gene:ral 

x 
‘I .:n is unaware of the dietary 

ktassium, and any declaration 
of pc: s :sium content would only serve 
to confuse the consumer. No data were 
provided to support this argument. 

FDA is not persuaded that it should 
not permit the voluntary declaration of 
potassium content. As discussed in the 
mandatory nutrition labeling proposal 
(55 FR 29500 at 29501) beneficial 
effects of potassium intake relative to 
reducing mortality from stroke have 
been reported.. Data from animal studies 
suggest that dietary potassium may 
lower blood pressure end the risk for 
heart disease and may eEso 

2l 
rotect 

against vascular damage a stroke (Ref. 
31. 

In addition, epidemiological evidence 
for humans suggests that diets with h’ h 
levels of potassium-but also low lev f S 
of sodium-may be beneficial in 
lowering blood pressure (Ref: 3); 
Moreover, the IQM report concluded 
that even though deficits or excesses of 
potassium intake do not pose public 
health concerns, the voluntary 
declaration of potassium would be 
beneficial to consumers (Ref. 1). Based 
on the foregoing evidence, EVA 
concludes that the deoleretion of 
potassium in nutrition labeling may. 
assist in meinteining he&by &ery 
praotices. AceortlingLy;- in f lO~~9(c)(lO). 
redesignated as % 101,9(&6). FDA will 
allow potassium to be.deolared in 
nutrition labeling cm a vohmtary basis., 

44. Comments from several health and 
professional associations, consumers, 
consumer groups. and universities 
supported mandatory declaretion of 
potassium content. The comments 
stated that this information is 
potentially helpful to persons with 
kidney disease. Othersreferred to 
epidemiological evidence of a positive 
association among high potassium 
intake, low sodium intake, and lower 
blood pressure. 

Al&ho& potassium has been 
acknowledged as a potential public 
health issue (Refs. 1 and 49), no 

i specific, quantitative recommendations 
have been made by national consensus 
reports. Accordingly, potassium does t not meet FDA’s criteria for inclusion as 
a mandatory element of nutrition 
labeling. as discussed in FLIA’s 
mandatory nutrition labeling proposal 
(55 FR 29487 at 29493 and 29500). 

Until such time as quantitative 
recommendations are made, the agency 
does not believe there are sufficient 
grounds to require labeling of potassium 
content. Therefore, FDA Is continuing to 
permit potassium content labeling in 

nut&on labeling on a vohmfary basis 
in S 101,9(c)(5). 

45. One comment suggested that the 
declaration of potassium content should 
be mandatory only if magnesium is not 
required as a reference nutrient. The 
comment stated that potassium and 
magnesium are abundant in whole grain 
cereals, Iegumes, nuts;and other 
unprocessed%ods. Further, the 
comment suggested that if magnesium is 
required, potassium should be 
voluntary. 

The agency is not persuaded that the 
mandatory declaration of magnesium is 
warranted, or that the declaration of 
potassium should be mandatory because 
the de&ration of magnesium is not 
required. Magnesium is not a nutrient 
for ,which there are signtficent public 
health concerns (Ref. 23). 

Further, while magnesium and 
potassium,are found together in many 
foods, using magnesium as a reference 
nutrient’ for potassium in food labeling 
is questionable because there are many 
fruits and some vegetables that are 
excellent sources of potassium but poor 
to moderate sources of magnesium (Ref. 
23). The,agency dues not believe that a 
mandatory declaration of magnesium 
content is warrantsd at this time. 

46. One comment suggested that 
informatfon ‘on- potassium shoul#%e 
aveilable from manufect&rers’ toWI%% 
tele hone numbers. The comment 
exp P ainod that consumers r&o must 
monitor their potassium int%ce,‘sSGch as 
renal dialysis patients, off en have 
diffi$rlty dethrmining how much 
potassium is in a product. The comment 
suggested that manufacturer’s toll-free 
nunibe~m would provide easy access to 
more detailed,nutrient content 
information. 

While FDA encourages manufacturers 
to make additional information 
available to consumers, this request is 
beyond the authority of the agency. 
Toll-free telephone numbers for product 
information may.or may not be supplied 
according to the preference of the 
manufacturer. 
F. Total Carbohydmte, Dietary Fiber, 
Sugars, Sugar Alcohol, and Other 
Carbohydrate 
I. Total Carbohydrate 

47. Comments from trade 
associations, manufacturers, 
professional societies, and another 
federal agency recommended that FDA 
reconsider proposed 5 101.9(c)(6) which 
excludes dietary fiber from total 
carbohydrate. As noted in several 
comments, dietary fiber traditionally 
has been included es .part of the 
carbohydrate content of food, is 

considered part of carbohydrate in 
current nutrition labeling regulations, ! 
included within total carbohydrate for 
nutritional labeling by Canada, and is 
included in the Atwater method of 
determining “carbohydrate by 
difference.” Other comments pointed 
out that excluding dietary fiber from 
tote1 carbohydrate4s&rneistent w&b 
definitions for Labeling used b Codex 
Alimentarius Commission an i the 
European Community (EC), which, 
include only metaboWdcarbohydte. 
A comment remarked &et to exclude 
dietary fiber from total cerbohydrete is 
inconsistent with all maj~~datebases 
and U.S, publicetions an. fetid 
composition and is different Born the- 
way carbohydmte has been presented to 
the consumer& nutritionlabeling for 
the past two decades. This comment 
suggested that inconsistency in 
definitions will contribute to consumer 
confusion. 

In the 1999 mandatorynutrition 
labeling proposal, FDA proposed 
mandatory declaration oftotal digestible 
carbohydratei which excluded dietary 
fiber, the nondtgestible portion of 
carbohydrete. Several comments noted 
that while the intent of this definition 
for total carbohvdrate wes to in&de 
only energy yieiding compormr& in 
fact themis9vidence&&&menWion 
of dietary fiber yWs,@&bl&e&gy. 
coIlgluxtts ROt8d dia&$i8tgpw - 
content was arXount&~%r In d&lvlng 
both the general ener& %$&or o&d 
calorieti p8r g Qfcerbo~ end&e 
specjfic Atweter fectors forcelou)ation 
of energy value of carbohydrate.in 
foods. The commentsstated that total 
carbohydrate (excluding’d&&rry fiber) 
content as defined in proposed 
fi 162.9(c)(6) is not e 
calculating calories L 

propriate for 
‘m carbohydrate 

as proposed in S 101.9(o)(3l.,As a result, 
two different values for “total 
carbohydrate” would be required to 
comply with nutritional labeling: (1) 
Total carbohydrate (excluding die 

Yr fiber) for the content declaration, en ,P) 
total carbohydrate (including dietary 
fiber) for calorie calculatiori. 

In the mandatory nutritional.lebeling 
proposal, FDA.stated that the’reason for 
declaration of carbohydrate content was, 
in part, to allow consumers to determine 
the percentage of calories from 
carbohydrate (55 FR 29487 et 29497). 
Several comments argued that departing 
from the established use of the term 
“carbohydrate” (Le., including dietary 
fiber) used in determining carbohydrate 
calories by the Atwater method, will be 
confusing and thereby detrah from the 
value to consumers of the caloric 
information. Several comments 
suggested that in separating dietary fiber 



from “e y&wZqg’ CompoRents of 
carbahyr*te, mA’$ 1Qgk ImYs faulty for 
two rmum. First, fzdmhydrde 
fllkct~ons ere notckly tidlbmated as 
digestible or nondigeetible fractions. 
Rather, there edsts a t%ualuum of 

miWootts&m 8s to the xudire of 
dieta fiber. 

x* FE? IS pwsp+d by the comments 
that the separation of dietary fiber from 
carbob*tf?i with 
establ$lw3d me@Mk4 Of lt3pedng hod 

and umfqses the issue of 

the decleretiun oftutel carbuhydr0tes. 
This sction results in the inclusion of 
both digestible and nondigestible 
carbohydrates under total 
carbohydrates, 

Section 101.9(c)(6) is also modifiad to 
state that total cerbohydrate content is 

. to be calculated by subtracting the sum 
of crude protein, total fat, molature, and 
ash from the total weight of food. 
Additionally, since total carbohydrate 
now includes dietary fiber, the 
paragraphs relating to dietary fiber are 
redesignated under § 101.9(c)(6)(i) 
rather than under § 101.9fc)f7). 
Consequently, the remaining paragraphs 
within 5 101.9(c) are renumbered. 
2. Dietary Fiber 

46. Comments from consumers, health 
professionals, health promational 
organizationa, and manufacturers agreed 
that declaration of dietary fiber should 
be mandatory. Other manufacturers, 
trade associations, and a university food 
science department disagreed and urged 
vollmtary, r&her than mandatory, 
declaration of dietary fiber. The 
arguments ageinst requfred listing of 
dietary fiber included: (1) Analytical 
methods for dietary fiber in foods are 

not yet routfne. ‘are 
precision in some ty 
mlm&ury declareffiaa imposesaa 
unnecessary analytical lmrden on 
producers of foods that arenot 
significant sources of fiber; and (31 
ma&tory declstetion will likely 
~;~w”p” fiber suppleme~tatlon of 

7%; 
I ’ fi 
I?= ifficult and expensive, The 
involved and equipment requ 
themeUmdsa.reSta*in~l 
lt&omtti@. The agf3nqlviiw&i*th8t 
the officitd AOAC method faF dietary 
flher analysis fs relatively reckt. 
However, 0s & v&li~ed method. it 
shouldbelr&~dincummt- 
Ias Ietions. 

tfk? to the analytical burden on 
producers df foods with ins&&cant 
amounts of fiber, the a 
if there is adequate an % 

t&y advises that 
mIiahIe reason 

to believe that fiber is not present, there 
is no need to analyze for it; it can be 
declared as “0”. Additiona@, 
S lOL!#cN6Kil. provides for expression 
of dfetary fiber in 1 g increments in 
recognition of the precision ofanalytical 
methods. For foods that contain less 
than1gofdietaryfiherperserving 
manufacturers may choose to @ate 
‘kontains less than 1 g” or to omit 
dietary fiber from the list of nutrients 
and to state at the bottom of the 
nutrition Iabel “Not a, sign&ant source 

Of -7” 
There ve lways been concerns that 

nutrition labe ing will encourage the 
sup lementation (Le.. fortification] of 
fo o& . In part for this reason, FDA 
published a policy statement on the 
addition of nutrients to food on January 
25.1960 (45 FR 6314). The statement 
was issued to promote the rational 
ad&ion of nutrients to foods to 
preserve a balance of nutrients in the 
diet of American consumers. In the 
statement, FDA established guidelines 
in S 104.20, which the agency urges 
manufacturers to follow if they elect to 
add nutrients to a food. 

FDA intends to continue to monitor 
the marketplace through the Food 
Labeling and Packaging Survey, 
consumer and industry complaints, and 
other means to determine if 
inappropriate fortification is occurring. 
If the agency finds that there is a 
problem with inappmpriate fortification 
of foods with dietary fiber or any other 
nutrients, it will take steps to ensure 
that over-fortification does not result in 
the imbalance of essential nutrients in 
the diet of American consumers or the 
presence of excessive amounts of 
particular nutrients that have the 
potential for toxicity. 

comments would lead to such a 

inch&kg dietary fiber. Orm pet&n 
fmm t?w ICdlqggcO. datedMay 14.1976 
(Docket I%. 76I’-ooBl], uested, in 
part, p-on to list lf33r 
“carhQh~*the+of 
“StasQbeaend~wrboh~’ 
and %u~ and other sugws.” The 

requeated~thi$t dietary fllmr hoc 
mandator$ compo%mr&ofa&#&ion 
labeling, and&at &g&tory latters be 
sent to all manufktnrers making 
rn~~~~ 

represen * 
“d[ 

state cooperative extension 
mrvices an fknn one mwufactmwr 
cautiumd tlmt declaration ofsoluble 
and insohrble auhcompormnts of dietary 
fiber should be pmhsbited because the 
methodology fw separating soinble horn 
insoluble fiber is inadequate, and 
because there is no scientffic agreement 
as to the he&h effects of the s&groups 
of dietary fiber. 

The agency advises that analytical 
methods for the measurement of soluble 
and insoluble dietary fiber are now part 
of an official AOAC method for dietary 
fiber (Ref. 56). While experience with 
these methods is limited, they will 
allow for accurate separation of these 
subcomponents. 

In regard to scientific agreement es to 
the health effects of soluble or insoluble 
fiber, FDA has evaluated the health 
effects of the dietary fiber subgroups 
and has concluded that there is 
sufficient scientific egreement to issue a 
final rule permitting health claims 
relating to the effects of intake of soluble 
dietary fiber on heart disease. This 
decision is discussed in a companion 
document entitled “Food Labeling; 
Health Claims; Dietary Fiber and 
Cardiovascular Disease” published 
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elsewhere in this issue of the F’ederal 
Register. 

Accordingly, 5 101.9(c)(7)(i), 
redesignated as § 101.9(c)(6)(i)(A) and 
(c)(G)(i)(B), will continue to allow the 
voluntary declaration of soIuble and 
insoluble dietary fiber in nutrition 
labelin , except that whoa a claim is 
made a % out either type of fiber, label 
declaration of that ty of fiber will be 
required. To clarify t.r at soluble and 
insoluble fiber are to ba indented under 
dietary fiber rather than under total 
carbohydrate, FDA has modified 
5 101.9(c)(6)(i)(A) and (c)(6)(i)(B) to state 
“indented under dietary ‘fiber.” FDA has 
also modified these two se@iana to 
remove the requirement that whenever 
one type of fiber is declared, the other 
type must also be declared. Because 
total dietary fiber is a mandatory 
component of nutrition labeling, the 
amount of an undeclared subcomponent 
(i.e., soluble or unsoluble fiber) can be 
calculated simply by subtracting the 
amourn of the declared subcomponent 
from the amount of dietary fiber. This 
change will minimizs space 
requirements caused by the voluntary 
declaration of additional nutrients. 
3. Sugars 

a. Definition of sugars, 
50. Comments from consumers, 

consumer interest groups, state1 
governments, trade associations, food 
retailers, and a manufacturer concurred 
with the agency’s proposed definition 
for sugars as the sum of all free mono- 
and o&o-saccharides through four 
saccharids units and their derivatives 
having similar sweetening, nutritional, 
and metabolic effects. Consumer interest 
in the sugars content of food, and 
concern that “sugars” should include all 
forms of carbohydrate sweeteners added 
to foods, were cited as reasons for 
support for the proposed defimtion. 
Comments from many consumers, state 
governments, and a health promotion 
association stated that information on 
content of both sugars and of sugar 
derivatives is important to assist 
consumers to moderate intake of sugars 
and to .assist diabetics in maint.aining 
healthy dietary practices. Consumer 
interest groups argued that 
underreporting of the sugars content in 
products rich in corn syrups is an 
appropriate justification for an 
expanded definition for sugars. A 
comment noted that the agency has a 
precedent for considering sugar alcohols 
as sugars in § 100.139(d)(4), which 
states that “sugar-l&e” type statements 
cannot be made on labels of diet 
beverages containing “‘sorbitol 
mannitol, or other hexitols.” 

Other comments from a wide variety 
of manufacturers, trade associations, 
foreign and state governments, 
professional associations, and a Federal 
agency objected to the proposed sugars 
definition. Most of these comments 
recommended that the sugars defiiition 
be limited to rn~n~~~~jd~ and 
disaccharides. One argument for 
limiting the sugars definition to mono- 
and di-saccharides is that-this is the 
traditional and widely accepted use of 
the term “sugars.” They pointed out that 
it is also the definition of the term in the 
IOM report “Nutrition Labelin : Issues 
and Directions for the 1990s” I? ef. 1). 
Many comments noted that for 
conformity with international regulatory 
definitions for nutrition labeling (EC, 
Codex Alimentarius Commission, and 
Canada) sugars should be defined as 
mono- and di-saccharides. 

Another argument, brought forth in 
comments, for limiting the sugars 
definition to mono- and di-saccharides 
is that there are no compelling health or 
nutritional reasons for including tri- and 
tetra-saccharides as “sugars.” The 
comments pointed out that the 1986 
“Report From FDA’s Sugars Task Force” 
(Ref. 51) concluded that the only public 
health concern from sugars 
consumption in the United States is the 
promotion of dental caries. Tbe IOM 
report (Ref. 1) concurred with this 
conclusion. Tlie comments argued that, 
in the absence OF a clear relationship 
between number of saccharide units and 
carcinogenicity, the proposal to include 
tri- and tetra-saccharides within sugars 
is not relevant to the public health 
concern of dental caries. 

Several comments questioned the 
agency’s_ logic in including tri- and tetra- 
saccharides with sugars. FDA had stated 
in the 1990 mandatory nutrition 
labeling proposal (55 F’R 29487 at 
29497) that the intent of including tri- 
and tetra-saccharides as sugars was to 
preclude potential underdeclaration of 
the sugars content of foods containing 
corn syrups. Several comments noted 
that mono- and di-saccharides are 
logically grouped in that they are sweet, 
naturally occurring, and rapidly 
absorbed, but that these characteristics 
are, for the most part, not in common 
with tri- and tetra-saccharides. 
Comments also noted that most corn 
syrup used in sweetening is in the form 
of high fructose corn syrup, which is 
composed of 95 percent 
monosaccharides, and that high fructose 
corn syrup accounts for two thirds of 
total U.S. corn syrup consumption. 
Comments noted that corn syrups with 
greater proportions of higher 
saccharides are used for technical 
purposes other than sweetness. Thus, 

the comments argued tbat 
underestimation of simple sugars from 
corn syrups is not Qf sufficient 
importance to warrant imposing a 
unique s 

T 
ddnition.for labeling 

purposes at would differ from 
common usage of the term. 

M%&y:@cuRflJBR~ to the 
propos$d sugars definition OQ 
methodological grounds, in tbot they 
claimed that tbo prnpoged dCtfiitiOn i5 
not compatible with standardized 
analyti& m&bade for measuring 
sugars. The comments aoknowledged 
that validated methods for measuring 
mono- and di+@rasides in foods exist 
but argued that thsre are not 
collaboratively v&leted m&3&3 for 
the meaaunrment oftri- and t&a- 
saccharides The e~mments noted that 
measur8mentinfoodsof 
oligoseccharidea 1-r than 
disaccharides is difficult, costly, and 
inaccurate. The comments asserted that 
the lack of validated enarlytical 
methodology appropriate for the 
definition would result in compliance 
difficulties and inaccurate information 
on the label. 

FDA has evaluated all comments in 
favor of the proposed expanded sugars 
defmition and those opposed to thts 
definition. FDA is pereuaded that 
compliance with nutrition labeling will 
be Impeded by adopting a definition for 
sugars that is not supported by validated 
analytical methods. FDA is also 
persuaded that the usefuiness of 
nutrition labeling will be hindered by 
adopting a definition that is inconsistent 
with commonly accepted use, and with 
the international use of the term. 

FDA finds that these factors outweigh 
any public health benefit from including 
tri- and tetra-saccharides in the 
definition of “sugars” for nutrition 
labeling purposes. Tbe public health 
concern associated with sugars 
consumption is the promotion of dental 
caries. While simple sugars are the most 
cariogenic carbohydrates, all 
fermentable carbohydrates, including 
starches, are capable of promoting 
dental caries. Factors such as the 
characteristics of tbe food that contains 
the sugar (e.g., stickiness), the frequency 
of consumption, and the sequence in a 
meal, appear to be as important in the 
etiology of dental caries as the sugars 
themselves (Refs. 2 and 3). As such, the 
inclusion of tri- and tetra-saccharides 
with sugars would not improve the 
ability of the label to assist consumers 
in maintaining healthy dietary practices 
with respect to dental health. 

Therefore, the agency is modifying the 
definition of “sugars” in 
5 101.9(c)(6)(ii)(A), redesignated as 
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5 19LtNcR6)(iil. to include only&e 
monostrccharldes and dlsecchrtrldes. 

51. Sevetil comments recommended 
that lactose be specifi~~fly excluded 
from the sugars d&&ion for nutrition 
labeling. Thesecomments asserted that 
the listing uf iacto$e with sugtus in 
nutrition labeling mmey mIsle8d some 
consumers who~nayoquate t&r &ntose 
sugar content d d&y p”buet% ‘!with 
“empty aI&” e&*uctyk* c . . 
added sugar. The drnrn@ntsert#r&ed es 
fear tha\ &etary.gni@eRn&i~t&~erate 
suggs con8umptIen rtl8yIernl~Qrne . 
CO$ltiti#@ t0 fo&‘LJg8, tIi&%@rtent ;. CT ’ 
nut&iori8kb@nefit i$f*f.Q I+t&t&# 
lactase is included insugarsc&tor& 
Comments,alsonoted th8t intestind I g 
digestion oflectose~is i&&fen@. ‘A* 
such. the diion snd &stn$tIor of 
lactose more sltpsely r&e&l@% complex 
carbohydrate than slmglesug8r~. 
Furthermore, comments arguedth8t 
lactose Is not sweet nor used as a 
sweetener and could l&f#allp be e 

resulting labeling information would be 
af limited wefulness. 

53. PIPA received comments that 
suggested etternstive terminology for 
the “sugars” component of 
carbohydrate. The agency’s 
longsta&lIng use of “sugar” as . 
svnonviitous with sucrosein idnredient 

t FDA c&r&G&ed these comments but 
h8s oonchrdad th@ it is best to maintain 
the propesetl terminology. Theagency s 
ad\ii$esthatthe term “sweetenars” 
woufd ” 

k-3 
ic;aUy include the 

noncar ydrateintense sweeteners, 
which would not be appropti8taly 
declared 8s e psti ofV%bohydrate 
content. In addition, the term appears to 
apply more to added sugars than to total 
sugarsand. therefore, would cause 

discussed in’ the preceding comment; compliance p&Iems because it is nat 
the agency has been persuaded o&the possible. in most:foods, to differentiate 
need to define “sugars” fornutritlon between added-and naturally present 
labeling purposestobeao@$I8ten&~~~ i sug8r~%. : ’ I: 
stand8r&nn8Iytiee& %npIec8rbobydr8tes” may have 
in cor&3rmity w&b ge beam 8 gtW.&m f& the originally 
of thetemt. L8etoser a &atm&3ri&is * propoaa@&fti~tioh4i.e., mono-;qdi-, ^ 
cleerty~asugr by&w&+&d+ I. : 
stand8sds8ndi8 ~~~~~~~ : 
other mono- end &-s8&mtid8siin 
routine analytical .pmdures. The 
nutritional 8ignifIcance of the sugars 
content of certain types of foods, such 
as lactose in dairyproducts and b8tUr8l 
sugars in fruit. end theimportance of 
such foods as sour& for other 
important nutrients, needs to be 
addressed through the consumer 
education program discussed below. 

Accordingly, the agency is not making 
the recommended change to exclude 
lactose in the definition of sugars. 

52. Several commentssuggested 
alternative daflnitions for “sugars” 
based upon physiological characteristics 
rather than the number ofsaccharide 
units. Among these alternatives were 
suggestions for defhritions besed on 
digestibility, caloric value, glycemia 
index, and serum insulin response. 

FDA finds that such alternative 
approaches are not feasible from a 
compliance standpoint because 
validated analytical methods to 
quantitate sugars defined in these ways 
do not exist. In addition. use of any of 
hese deilnitions for sugars would be 

unique to U.S. nutrition labeling and 
would thus likely impede foreign trade. 
Moreover, because these definitions do 
not correspond to the commonly 
recognized meaning ..flthe tarm, the 

- 4~6; rt,n&tetm-sacchasides). However, 
the crgency @rids it-is too broad-a term 
to encomIr8ss only the tradition81 sugars 
(i.e.. mono- and d&saccharides). 

b. Total sugars versus added su am 
.54. Some comments recommen f ed 

mandating declaration of added sugars 
only rather than total sugars. The 
comments noted that consumersneed to 
be mad8 aware of added sugars because 
dietary recommendations urge use of 
sugars in moderation, while at the same 
time recommending increased 
consumption of fruits which are sources 
of naturally occurring sugars. Other 
comments recommended either 
mandatory-or voluntary declaration of 
both added and naturally occurring 
sugars. One comment suggested that 
added sugars be required in addition to 
total sugars in foods containing more 
than z g of added sugar. 

The agency is not persuaded that 
there is a need for mandatory disclosure 
of added sugars in place of, or in 
addition to, total sugars. There is no 
scientific evidence that the body makes 
any physiological distinction between 
added sugar molecu tes and those 
naturally accurring in a food. in 
addition, the agency believes that it 
should not promulgate regulations that 
it cannot enforce. When a product is 
sampled for compliance, laboratory 
-naIvsis yields a value for total sugars. 

For most food%.8s8@tad&ove, it is not 
possible to~dGferen!iate betwe& added 
and naturally occurring sugars. 
Accordinglyi the 

B 
ency would not be 

able to determfne t e accuracy of a label 

the hutritionlabel,‘betwe& ad&&end 
natpralIyg~nt:sugars,~eegen~y 
does intend to include Information 
about &Is dIstinction in th82bxn1m8r 
educatian prOgrel& that ik iS~Tt@3FiIl& 
Th,& informat~n’HrIil~l~aonsume: 
(I) Usd thpiti~@ii;on~aw the nutrit&nr 
lab& to ‘~~?~~~~~~~~~ X 
containing~s with h&b vi&slow 
1eV8ls d iith~Fi@WS’t8f&t IiUtF#0FltS, $2) 
u&the ingredien\stetement to ’ 
dist~ingu‘ishfo&Iewith nater8Ily~. 1, _ 
occur&g versus 8dded-%rg8rs,and (3) 
apprecirrte~theirn~orterrt role in the total 
daily diet of foods, such as f&&s and 
dairy products. with naturally occurring 
sugars. 

I+ Mand&y declcmtion of sugars. 
55. InJbe,l!Bl sup&ementary: 

pmRosaJ,~FDA requested specific 
comments 8s to the utility, 
appropriateness, and feasibility of 
requiring declaration ofsugars content, 
partiG:ularly as‘subh declaration reletes 
to, and issupporfed by, public health 
goals (56 FR 66366 at 69369). Comments 
received were relatively evenly, divided 
on the issue of whether the dslaration 
of sugars should be mandatory in 
nutrition labeling. In general. consumers 
and health professionals and their 
assqoiations supported mandatory 
declaration of sugars. Several state 
attorneys general and a few industry 
groups also agreed that consumers have 
a right to know the amount of sugars 
present. Comments argued that section 
403(q)(2)(B) of the act only allows FDA 
to delete sugars as a mandatory 
component of nut&ion labeling if such 
information “is not necessary to assist 
consumers in maintaining healthy 
dietary practices,” and that such 
information is vital to this end. 
Comments from many consumers, stata 
governments, and a health promotion 



associafion stated that inform&on on 
su@ conteirt is important to diabetics 
in assisting them to maintain healthy 
dietary practices and to consumers in 
general in selecting diets that wisl 
moderate the intaka of sugara. One 
comment urged matida- de&ration 
of sugars as a way to in&n ccnt@n3era 
of the content of new &xrds that ere 
being marketed as “low‘fat” and “fat 
free” in which fats ara being replaced by 
sugars.’ 

Most industry groups as well as a few 
health pmti&onal assoc+atltxm and the 
IOM report (Ref. 1) reccmrll8nded 
allowing sugara declaration’tn ha 
voluntary. They argued f&at diatary 
guidance recommand&~n~ haoe net 
specified qclantitative goale for sugar 
consumption, end that augnr de&ration 
should not be requir$J until a definition 
has been recngaimd by scientific 
communities &et &hrcts physiological 
effects. They also pointed out that data 
bases do not ganerrdly oantain 
information on sugara compo&km, so e 
substantial investment eftime and 
money is needed fur an+& end data 
base update, The comments argued that 
such an expenditure woarld he 
inappropriate hw a nutriinrt oi‘little 
public health concam. There WAS also a 
concern 

T 
resaed that hacause total 

sugars wou d be de&red rather than 
onI+ added sugara, consumers ,would be 
confused by the amount of sugars in 
fruits and reduce their cnnsum,ption of 
thesa foods. Despite these concerns, 
industry generally conceded that if 
sugars infurmatfon is needed, Fegusring 
sugars &3&r&m in the nutriWm label 
is a better approach thunm&ndating 
grouping of sweeteners in the ingredient 
statement, as the agency proposed in a 
document on ingredient iabehng 166 FR 
28593, June 21,19=91). Final actinn on 
the issue of grouping sweetener’8 in the 
ingredient statement is addressed in the 
final rule en declaration of ingredients 
published elsewhere in this issue of the 
Federal Register. 

FDA is persuaded that rnandat&y 
declaration of sugars is of great interest 
to consumers, end that it will assist 
consumers in planning diets that 
conform to cufient diatary guidelines 
for Americans to avoid too much sugars 
(Ref. 41. As discumed ebove. FDA ts 
modifying its proposed d&&ion of 
“sugars” to he in ConfomSty tiIb 
general u 

T 
and international 

definitions or this term. The uae of this 
definition will minimiza the o&s 
associated w&h -J-W-Y 
analyaas end update of deta bases. 

n~,~is~~hl 
.s fol.6fcX6~~ da of 
sugars he inaodsd in nutrition 3ahaSng. * 

4. Supt Alcohol . s .i . . 
56. c4mments frolu a .&vi* varittty of 

manufacturers, trada asaociatioiass. 
fore@ and stata &mrernments, 
professional aasocWoirs, and a Federel 
agency wnm oppoaad to inctuaiuu of 
saccharM8 derivatives, jrpfq$&al~y 
sugarulcubQr~wfphintkib~~ 
“sugara” dafiniticm. The 
proposed d&&&Son incl cizd 

vrlcy’s 
in its 

coverage aaccharide derivatives that 
have sweeten@, nutritinnai, and 
metabolic e&c& similar to simple 
sugars. The comments stated that sugar 
alcohols are inappropriately inchzdad 
with su~bucutllle f#u$mslclQhob have 
many dif#amnt cfnntricai‘and 
phy&d@ad pmpttiw than sugars. 
CommeMu noted that it is these 
differences that rnrrtlvata&‘~ 
dev&pment of usaa forthese 
substances and makes‘thera useful as 
sugar suhsti?utes. Comments pointed 
out that a salient distinction between 
su~u~~~lu emd au#&s NW Cd their 
digestion and absarption, which ia 
sluwer for sugar alcohols. Also, 
intestinal ahaqti~ o$ m&waac&aride 
suger ekohoh wcuta on& by passive 
diffusion. not by active ut facfl&aW 
monnaaccharide ah3orptive 
mechan%sms. Aaaraau&, a@Micant 
portions of ingested 
remain tlllhmm an T 

aicdaola 
pass snto the 

colon, where they are fermexked, skailar 
to fibet sixi aJrnpb3x catho&ydmte. 
Thus, the caloric value, insobin. 
response, and &mni$ Indek for some 
su 

!3 
ar8hhois are less than Coaaugais. 
everal cinnr&mta also claimed that 

sugar alcohols ham ra&&~cariqmic 
potent&II comparad to m&r&a or other 
silgars. The cmunimlts I.&&d that FDA 
proposed in s 101.13~0M8) in the 
document on the 
nutrient cantent c air& to per&t ‘f” 

netal principles for 

chewing gums awaatened with sugar 
alcohols to ha labeled as ‘s he” or 
“subs” 88 e mesas of ia ?r icati 

3 
that 

these pducts do rrot protnota too 
decay. The comments argued that 
declaring sugar elcohob aa sugars 
wotld deny manuWs #he meens to 
promote the reduced cariogenic 
potential of Abar su@Jrekohol 
SweetBaed ptoducts relative to sugar 
containiag pradti 

Comments plao noted that 
international regula&ny definitions for 
nutrition k&&rig &XZ, Co&x 
Alimentarius Commission, and Canada) 
~~l~~~~~~~~~~h~ 
undarcaMhydm@a.Asrmault,tha 
comment0 tltatedbt e de3finiw bar 

The It%4 iepdrt (Ref:l)recominended 
that sugar alcphols not he grouped ‘with‘ 
sugaq in ingredient laheling. Some 

comfqents argued that i3i the absence of: 
an9 @antitative dietaryguidelines 
concerning sugar ek+oks, it is 
inapproprfate to tt%@q ~y,df3&Mion 
of sugar alcoholi in nut&ion labeling. 

FDA is 
go have mete 

ersuedad that sugar alcohols 
lit effects different than 

sugars, have e history of being 
considered to be s subatitutes rather 
than as sugars, and T ave a role in 
contributing to dental health. FM also 
~~~~lcidges that the proposal to 

T 
alcohols aa sugars for 

nutrition abeling urposes is 
inconsistent with 1 e nutrition labeling 
practices of other Countries. Thus, FDA 
is modifying S l6l.s(r$o(&i)‘to timove 
stigar alcohols from the definition of 
“eqars” f6r nutrition lahelinn. The 
ag&zy is doing so in recogn&n of ’ 
their usafu@3as as su* substitutes in 
reducing the carioganic potential of 
foods. 

However, FDA contihues to b&vei 
that the content of autrhive 
carbohydrate sweeteners usad as sugar 
substitutes ia of interest and importance 
to consurnera. Therefare, FDA is 
retaining § 101.9(&3))(ii)(B), which 
providas far tha voluntary de&ration of 
SU@t &O-h& 8XoBpt Whea a him is 
made on the label or in the lehahng 
about sugar alcohol or sugara (e.g., 
“sugar free”) and sugar alcohols are 
nrestmt in the food, in which case thefr 
iLiLfat3a is mar&t 
alcahuls will no lonner Ta 

. Bacauae sugar 
a ---- 

s&component of su$ra, FDA is. 
redesignating 5 lOl.B(c)&Q(ii)(B) as 
f 101.9fc)@J(iiiJ. 

Remove sugat alcohol from the 
detinitiah of sugars &ceaaitatas e 
change in the definition of sugar 

_ 

alcohol. The pro sed definition 
included a trite r on that sugar alcohols 
“meet the definition of sugars as 
described in paragmph fc)[~)fii)(A).” 
Accordingly, FDA has revised the 
definition for sugar alcohol in 
§ 101.9[c)I6#iii) to use a chemical 
deflnftion, namely that sugar alcohols 
be defined as “saccharide derivatives in 
which a ketone or eldehyde group is 
replaced by a hy 

d”r, whose usa 3u food Is 
1 poup. and 
* tad by FDA (e.g., 

mannitoll or is GRAS [e.g.. xylitol, 
sorbitol).” 

57. Comments from trade associations 
and manufacturers stated that the term 
“sugar alcohd” is potentially confusing 
in that ronsumars tiy assume such 



the Canadian government included a 
copy of their nutrition labeling 
regulations which allow for declaration 
of the spedific sugar alcohols by name 
(i.e., so;bitof, maGnito1, and xyiitol). 

FDA advises that the term “nolvol.” a 
contraction of “polyalcohol” or of 
“polyhydric aIcohol,“is neither 
uniquely ciwcriptive ofthe aIcoho1 ’ 
derivatives of sac&irides used as sugar. 
substitutes, nor is it a term that FDA 
expects consumers to recognize or 
understand. While the agency 
recognizes that it is a term thliz may be 
used vohintarlly on labeling in the EC. 
it is unlllcely that Am&man consumers 
will have any concept of what it 
represents. Aawclr, the egency s 
consfders the term “ply01~’ to be 
potentially more confusing to 
consumers than would be “sugar 
alcohol.” 

Despite.this fact, FDA aoknowledges 
that many consumers also may not be 
familiar with the term “sugar alcohol.“’ 
Thus, FDA has decided to adopt the 
approachused by the Canadian 
Government, wbIch allows 

sorbitol f?W.?&& 
and xyIItoI 3 %tr!L395) 8”re currently nsed 
in In~statami on dab& of 
food panIn&& and, %tnoe. &o&l be 
recc@ri&d%y’many consnme’ps: 

The nrlmarv disadvanfatie to this 
0 bon \s the introduction “of the name 
0 P an ingredient Into t+e nutrition label. 
While FDA 1s generaIly opposed to such 
a result, the agency concludes tbet the 
arguments o 
alcohol” ati d 

posed to the term “sugar 
tbe;“desIre to harmonize 

with Cana$an IabeIlng regulations are 
more comp&ng in this instance then 
the need to maintain a clear separation 
between the nut&Ion 1abeI and 
idgredient list. However, to avoid 
cluttefing the nutrition Iabel and 
confusing consumers, if more than one 
sugar aIcoho1 is used in a food, 
§ 1019(c#6)(iIi) provi(ies that the term 
“sugar akobol.” and not the names of 
the ingfediedks, must be used in the 
nutrition Iabel. 

Accordi 
§ 101.9kH6) iii) to specify the continued 7 

ly, FDA is modifying 

use of the term “sugar alcohol” or, 
alternatively, if only one sugar alcohol 
is present in the food the name of the 
specific sugar alcohol present in the 
food may be used. 
5. Other Carbohydrate 

a. Definition. 
56. In tbesupplementary proposal. 

FDA noted that the term “compfex 
carbohydrate” has notbeen clearly or 

consistently defined, and that consensus 
reports that have associated increased 
consumption of dietary complex 
carbohydrate with health benefits have 
not attempted to define this food 
component. The agency solicited 
suggestions on appropriate chemical 
definitions and analyt$@ methodology 
for complex ctirbohydrate ($6 FR 60366’ 
at 60369). Many comments from trade, 
associations, food manufacturers, 

P 
rofessional societies, and state and 

oreign governments expressed 
opp,osition to the agency’s proposed 
definition for the term complex 
carbohydrate as the sum of dextrins and 
starches that contain ten or, mom 
sac&&de unit6 (56 .I$60366 at 60368). 
A majority of these comments also 
recommended as arr alternative that 
“complex carbohydrate” be deflned as 
the difference between total 
carbohydrate and sugars. Comments that 
argued for changing the definition 
pointed to the lack of existing analytical 
methodology to support the proposed 
definition. Thus, these comments raised 
concerns about the feasibility of 
comp3imq, r&the economic burden of 
d&eloping methods and data bases. 
These comm~~~jso pointedmlt that 
compIox ~9~~e content defined I 
as the difference between. totaI 
carbohydmIe,andaugars could readily 
be calculated. 

Another criticism of the proposed 
complex carbohydrate definition was 
that the cutoff at 10 sacoharide units is 
arbitrary. These *comments noted that 
there areno known nutdtional or 
pbysiologlcal differences, nor a 
methodological jt@ification. to make a 
distinction between polysaccharides 
smaller than 10 saccharide units and 
those with 10 or more saccharlde units. 
Several comments were concerned that 
there is the potential for consumer 
confusion regarding total carbohydrate 
because neither of the subcomponents 
for total carbohydrate included the 5 to 
9 saccharide unit polysaccharides. 

Several comments suggested that the 
commonly accepted usage of “complex 
carbohydrate” includes all 
carbohydrates larger than-disaccharides. 
Other comments suggested that complex 
carbohydrate should be defined as aI 
digestible polysaccharides (e.g., 
dextrins. starch, and glycogen) rather 
than on the bails of the number of 
saccharide units. Comments 
emphasized that while there is not a 
consensus on a precise definition for 
“compIex carbohydrate,” the agency’s 
proposed definition is not commonly 
recognized, nor is it consistent with the 
use of the term in the ICBM report (Ref. 
1). 

One comment from a State 
mm& recomnitetided’fat to avert 

~uppltpm~ry p$oposal(56 FR 40366 at 
60368) that identii’lcation of a specific 
benefit for comI$Iex o&&oh 

Y 
drate is 

confounded by&o, fact tha ,diirts high 
in complex carbohydrate are usually 
mixed diets that contain si&Bcant 
amounts of cereal grains, frtdts, and 
veget&ltiis a4e.s BtFc)~W iti RImi, 
vitamins, and &@r&l@~~d’IoW In fats 
(Ref. 2). Thus t&@%t6nt~to which 
complrex~carbohydmte 

f? 
vides health 

benefits sep$&ate fBm*t ose provided by 
fiber;vitamIns; minerals. and reduced 
fat is unclear. FENha$i evduated 
comments conc$mi$g!the complex 
carbohydrate def%rition~a~nd concludes 
that there is not sufficient consensus on 

fermen?etion.’ A$ a result, the agency 
feels that it is, i~n@ropriate to base a 
regulate 

FDA; FK 
__ definrtron u@r digestibility. 
tmfoiy~ is modifying the 

defi&ition ‘it: RroRo&4 For Ycomplex 
carbohydrates’Q UD;9(c)ftl)~iJ, 
redesignated as f 101.!3(4/6f(lv))t0 
proiids that it is the difference between 
total carbohydrate and the sum of 
dietary fiber and sugars or, if sugar 
alcohol is declared, the difference 
between total ~carbohydrate-and the sum 
of dietary fiber, sugars, and sugar 
alcohol, This modIfIed definition 
accommodatesquantilIcation of the 
remaining carbohydrates by calculation 
rather than by requiring edditional 
laboratory analybis, and it resolves 
concerns that the deflned components 
of total carbohydrate were not inclusive 
of all carbohydrates. 

In addition, because them is no 
consensus on a clear definition for the 
term “com lexcarboh 

x iY 
d&e” as it 

relates to p 
Ly 

.siolr@co affects, heialtb 
benefits, or iobrry guidelines, tbo 
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agency concurs with the 
recommendation from a state 
government that the term “other 
carbohydrate”’ ba used re$er ihan 
“complex carbohydrate.” The agency 
recognizes that the new definition will 
include many substances added to 
processed foods for technical purposes. 
such as for texture modification or as 
bulking agents. To declare these 
substances as complex carbohydrates 
would be misleading. The intent of 
dietary recommendations to increase the 
consumption of complex carbohydrates 
and dietary fiber is to select diets with 
plenty of fruits, vegetables, and grain 
products, not foods that have complex 
carbohydrates as added texturizers or 
bulking agents. Accordingly, FDA is 
modifying S lOl.Q(c)(6)(iv) to change the 
terminohgy from “complex 
carbohydrate” to “other carbo.hydrate.” 
In adtlititm, FDA is modifying 
cj 16l.Q,(g)(4) and (g)(6) to refle’ct this 
change in terminoiogy. 

I.‘rnallv. because “other carbbhvdrate” 
will be &&ulated as that amouniof 
carbohydrate remaining after 
subtraction of the amount of dietary 
fiber, sugars, and sugar alcohols (when 
declared) from total carbohydrate, it is 
logical to rearrange the subcomponents 
of total carbohydrate to place “other 
carbohydrate” at the bottom o,f the list. 
This reordering should help to reduce 
any potential confusion over the 
mesninr, of the term “other 
carbohydrate.” Accordingly, dietary 
fiber is designated as 5 101.9(c)(6)(i), 
sugars as 8 lOl,Q(c)(6)(ii), sugar alcohol 
as § lOl.Q(c)(6)(iii), and other 
carbohydrates as 5 lOLQ(c)(6)(iv). 

b. Voluntary declaration of “other 
cnrbohydrate”. 

59. In the supplementary proposal. 
FDA requested specific comment on the 
utility, appropriateness, and feasibility 
of mandatory declaration of complex 
carbohydrate content, particularly as it 
relates to, and is supported by, public 
health goals (56 FR 60366 at 60369). 
Based on the comments and information 
that it received in response to the 
supplementary proposal, the agency 
said it would decide. under section 
403(q)(2) of the act, whether to include 
complex carbohydrate in the required 
list of nutrients in nutrition labeling. 
Several comments from consumers, 
health professionals, a manufacturer, 
and state governments supported 
mandatory listing of complex 
carbohydrates on the grounds that this 
information will be helpful to persons 
attemptmg to follow dietary 
recommendations. However, a much 
larger number of comments from health 
professional associations, ecademia, 
manufacturers, trade associations, and 

foreign governments supported 
voluntary listing of complex 
carbohvdrates. The overriding factors 
cited i; these comments we$the lack 
of an accepted definition for “complex 
carbohydrates” and the lack of r&able 
analytical methods for determining 
amounts present. Comments aIan stated 
that dietary recommendations do not 
specify amounts of complex 
carbohydrates to be consumed; therefore 
quantitative information in nutrition 
labeling is not necessary to assist 
consumers in maintaining healthy 
dietary practices. Additional) 

OJ 
, 

comments noted that the I report 
(Ref. 1) recommended voluntary.listing 
of complex carbohydrate. Comments 
also pointed out that currently available 
data bases do not contain information 
on complex carbohydrates. and that 
there would be an inherent variability in 
amounts present in minimally 
processed foods. 

In light of these comments, the 
agency’s decision to drop the term 
“complex carbohydrate” because of the 
lack of a consensus on the meaning of 
the term, and the lack of methods for 
reliably determining the amounts 
present, FDA has reassessed the 
requirement in section 403(q)(l)(D) of 
the act to declare complex ‘. 
carbohydrates. Section 463(q)(2)(B) of 
the act allows the Secretary to 
determine whether information relating 
to nutrients specified in section 
403(ql(ll(Cl~ (ql(lltDl, (q)(l)(E), or 
(q)(Z)(A) of the act is necessary to assist 
consumem in maintaining healthy 
dietary practices. If not, the Secretary 
may delete such nutrients from the list 
of those required to be included in 
nutrition labeling. FDA concludes that, 
without a specific definition for 
“complex carbohydrates,” it is not 
possible to include quantitative 
information in the nutrition label that 
would assist consumers in maintaining 
healthy dietary practices. Therefore, 
under the provisions of section 
403(q)(2)(B) of the act, FDA is deleting , 
the requirement for the listing “compiex 
carbohvdrate” in the nutrition label and 
is allowing for declaration of “other 
carbohydrate” on a voluntary basis. 

When “other carbohydrate” is omitted 
from the label, the declared 
subcomponents of total carbohydrate 
(i.e., dietary fiber and sugars) will not 
add up to the value for total 
carbohydrate in most foods. Consumer 
education programs should inform 
interested persons that other forms of 
carbohydrate beyond those declared on 
the label are in the food product. This 
situation is analogous to the fat category 
where the sum ot saturated, 
polyunsaturated, and monounsaturated 

fatty acids often do not add up to 100 
percent of the value for total fat because 
tmns fatty acids are not included in the 
definition of the fatty acids but are 
included in the value for total fat. 
G. Protein 

1. Quantitative Protein Content 
60. Several food manufacturers agreed 

with the proposed provision requiring 
that if the protein in foods represented 
or purparted to be for adults and 
children 4 or more years of age has a 
protein digestibility-corrected amino 
acid score (PDCAAS) of less than 20 
percent, and if foods re resented or 
purported for children !a low 4 years 
have a protein quality value less than 46 
percent of casein, the protein content 
statement must be modified by an 
adjacent statement, “not a significant 
source of protein,” regardless of the 
actual amount of protein present. 
However, other food manufacturers 
objected to this provision of the 
proposal. These comments argued that 
the statement has little value in terms of 
the total dieta 

K 
protein intake;and that 

there is no evi ence of protein 
malnutrition in this country. These 
comments argued that, therefore, the 
statement is unnecessary. One food 
manufacturer statad that the statement 
should only be required if a claim is 
made. Another comment stated that the 
declaration of the percent of the RDI for 
protein should be required instead of 
the statement. 

FDA disagrees with the comments 
that state the statement is unnecessary. 
Information on protein quantity alone 
can be misleading on foods that are of 
low protein quality. As stated in the 
supplementary proposal, dietary protein 
serves as a source of essential and 
nonessential amino acids, the building 
blocks of body protein. Because excess 
amino acids are not stored in the body, 
humans need a constant supply of good 
quality dietary protein to support 
growth and development. The 
determination of the quality of a protein 
is dependent upon the proportion and 
availability of essential amino acids 
(i.e., those amino acids that the human 
body cannot manufacture but must 
obtain through the diet) as well as the 
quantity of protein present. Foods that 
contain proteins that are low in one or 
more of the essential amino acids are 
known as incomplete proteins and are 
lower quality proteins than those that 
contain all the essential amino acids in 
sufficient quantities to support growth 
and development. 

The agency believes that nutrition 
labeling must inform consumers when 
the quality of the protein is below 



min5mum specifieel lev& The lrrajotity 
of oomnlents supported Mr, 

flr 
lt&m. 

Although the- agrees t t Protein 
deficiency is ~61 CMU@OD%I ths United 
States, protein quelity is still of GonceRI 
for certain segments of the population, 
such as the very young and the elderly. 
Accordi l ,.tbe eg@q oon&d@ tbet 

% nut&ion e elipg mnst allow t%tMunrlem 
to readily ldsnti$‘foods with 
particulerly low quality protein to 
prevent them from being n&led by 
information an only the amount of 
protein ,me.Crnt. 

R None4 eiess, in the case of foods fnmr 
adults and children over 1 year of age, 
the 
that t e pementoPthe ~$@nce value T 

ncy agrees Xvlth the Comment 

for protein fi t&low) ls a 
satisfactory ekiiative to t&e statement, 
“not a s$l#&tmt s&rCe d !M%Yin,” to 
allow consumers to readily dentify B 
foods of low prot@n quality. However, 
as discussed in the f&al rule entitled 
“Food Lab&& R&rence Daily Makes 
and Daily Reference ‘vaiuas” ublbhed 
elsewhere in t&e issue d&e 5 ede4 
Regietm, the label -refk~reirce vdue for 
protein for adults ani%l kM&an 4 or 
more years of age has bean est&Eshed 
as a DRV ratherthan& %&EN. Ihs 

However, because FDA did not Propose 
DRV’s for infants, children legs than 4 

T 
ears of age, pregmmt women, and 
actating women, the protein label 

reference values for these groups remain 
as RDl’s. 

Accordingly, the agency is amending 
L 101.9&#8), f4Idwdpt3d es 
5 161.6(c)(7), to permit the optional 
declaration of percent of the DRV or RDI 
for protein, as appropriate, expreseed as 
“Percent Daily Value.” in lieu of the 
statement “not a significent source 01 
protein” when the fodd is represented 
or purported to be for use by adults and 
children 4 VT more years of age and the 

P 
roiein quality valne is a PDCAAS of 

ess than 20 expreesed as a percent, or 
when the food is represented or 
purported to be for uee by children 
under 4 years of age and ihe protein 
quality value is a PDCAAS of less than 
40 expressed as a percent. 

FDA is not twzpuring declaration of 
percent DRV or RDl fur protein instead 
of the subject statement. as requested in 
the comment, because of cost 
considerations. If a manufacturer is 
aware that the protein in a particular 
food product raPmeimted orpurpes&d 
ta be for adults and cbiktren nor mom 

years of age ha e PDCU3oUtX&than 
26 percent, or that the protein bn a food 

under 4 years of age with a protein 
uality value of less than 40 percent of 

% t e reference standard. That prohibition 
is no longer necessary because the 
PMZAAS method for assessing protein 
quality is more exact in measuring the 
protein quaky for humans one @at of 
age and &owe tkn tha protein 
efficien f&b (PER) 
previone ua?& ,&oF%& 

1 

w&b was 
ZWW* 

Because t e PBR is being retained to 
meaeure Protein quahty for infant foob, 
FDA has retairmd thie pr&ibtti& for 
&3&ratios1~ &I t%oda r3pwt3d or 
purported to be for tree by inbants with 
a protein qua&y value of less than do 
percent of the reference standard of 
casein. 

61. One comment requested thet the. 
food-specific conversion factors used by 
AOAC, a& permitted in prqmsed 
5 161.6fcMf), to convert amounts of 
nitrogen to protein content should be 
allowed in cakub&ing the PDCAAS 
whenever such factors are available. The 
comment stated that in some cases (e.g., 
peanut butter) the amino acid score 
used in calculating the PDCAAS is 
artificially reduced when a conversion 
factor of 6.25 must to be used to 
calculate protein content rather than a 
food-specific conversion factor. 

FDA agrees that there is an 
inconsistency in proposed § l6%.6fc#8) 
pertaining to the factors for converting 
g of nitrogen to g of protein when 
calculating protein content and when 
calculating the PDCAAS. While the 
method for calculating the PDCAAS 
described in the Report of the Joint 
Federation of Agriculture Organization 
and the World Health Orgenization 
(FAO/WHO) Consultation (Ref. 8) 
specifies a conversion factor of 6.26 (i.e., 
g of nitrogen x 6.25 = g of protein), the 
agency finds it appropriate to use more 
specifk conversion factors for those 

foods where theaff&iel A@ti 
procedures PerlupFe t&m. -k 
allow for cons&ten? Nethod% of 
calculetfagg of pF@tein,tbte egency Lzr 
modify&g S 101,9(cJf7][li3 to stat3 that 

n 

are met and w&d essistconze.lmetu, in 
appreciatin thetproteln le an important 

f&t partofthe ’ . 
PDA disagrees with thesecomments. 

In the preau&e of the mandatory 

population group,.PDA fin&? &s& the 
additional costs associated w&b 
determine&m of the PDf?&AS, which 
am necessary ten&ml&e the percent of 
the DRV for p&&r* are nnt~wa&aarted 
on foods for t&sgroup unliess ein 

R” claims are made:4+bre, w its 
declaration of the quantitative amount 
of protein wiil contlnuta to be required 
on all foods, S%6LQM7)fif allows 
voluntary daciaration of the pw&at of 
the DRiV for 

f 
rot&n, rotpressed as 

“Percent Dai y Value,” fbr foods 
intended for adults end &l&en 4 or 
more years of age uaiess a protein claim 
is made for the product. 

63. Two baby food manufacturem 
suggested that the protein content 
expressed as percent of the RDI for 
protein should be rioluntaryfor.aU 
foods, including tlmse for infants and 
children less than four years of age, 
unless the food is infant formula or a 
protein claim is made. The comments 
stated that data show that bmast or cow 
milk and formula ere the main 
contributors of protein during the first 
18 months. and that other foods are not 
sole sources of protein for infants above 
4 months. One menufacturtu provided 
survey data on the protein intake of 
children 2 ta 1% months of age. The 
comments afsa &H&d &a? recent 



evidence shows that the protein intake 
of children 1 to 4 years of age is 100 
percent of the RDI, that nutrition 
information expressed as percent of the 
RDI would not-be helpful to the parents, 
and that the requirement is burdensome. 
Other comments supported mandatory 
declaration of rotein content expressed 
as percent of ti? e RDI for children less 
than 4 years of age. 

FDA rejects the suggestion that 
protein content expressed as the percent 
of the RDI should be voluntary :for foods 
specifically intended for infants and 
children under 4 years of age. As noted 
in the preamble of the mandatory 
nutrition labeling proposal, mandatory 
declaration of the percent RDI is 
warranted for this age group because of 
the importance of protein quality in 
diets derived from a limited number of 
foods (55 FR 29487 at 29499). FDA 
acknowledges that breast or cow milk 
and formula are the major sources of 
protein during the first 18 months. 
However, as seen in the data provided 
in the comment, foods specifically 
intended for infants and young children, 
other than infant formula, do make a 
significant contribution to total protein 
intake. For example, at 8 to 7 months of 
age, infants are receiving approximately 
one-third of the total .protein intake from 
ba!i foods (Ref. 52). 

e agency recognizes that required 
declaration of the percent of the RDI for 
protein for foods for infants and 
children less than 4 years of age 
presents a burden to manufacturers. 
However, protein nutriture is critical 
during this period of life which is 
marked by rapid growth and 
development. Both protein quantity and 
quality are major factors in the 
utilization of protein. Because alf the 
importance of adequate high quality 
protein in the diets of infants and young 
children, FDA considers the declaration 
of percent of the RDI for protein 
necessary. Moreover, with the 
information on digestibility the agency 
is providing in appendix B (see 
comment 66 in this document), 
declaring the percent of the RDI for 
protein should not be overly costly or 
difficult. 

64. Several comments suggested the 
use of a system similar to the current 
approach of expressing the percent of 
the U.S. RDA for protein. 
Recommendations were made for the 
use of a single RDI or two RDI’s (i.e., an 
RDI for proteins of high quality and 
another RDI for those of low quality) to 
calculate the percent RDI as long as the 
food is not intended for infants and 
toddlers. Three baby food manufacturers 
favored establishment of specific low 
and high protein quality-based RDI’s to 

calculate the percent RDI for foods 
intended for infants. 

FDA disazrees with the use of a 
system simtiar to the current approach 
of expressing protein as percent U.S. 
RDA. The use of breakpoints, as found 
in the existing regulation, creates 
artificial differences in apparent protein 
nutritive values of some foods when 
significant differences do not exist. 
3. Protein Quality 

85. One comment questioned FDA’s 
authority to change theproposed 
protein quality methodology. The 
comment contended that the 1999 
amendments did not re uire a change in 
methodology, and that % e proposal 
must be reevaluated pursuant to 
President Bush’s directive in his State of 
the Union address on January 281992, 
and set forth in his memorandum on 
Reducing the Burden of Government 
Regulations (Ref. 53). 

FDA stated in the sunnlementarv 
proposal that while noi directed to’ do 
so by the 1990 amendments, it was 
proposing to modify the approach for 
determination of protein quality in the 
mandatory nutrition labeling proposal. 
The agency did so in response to a 
citizen’s petition submitted by Protein 
Technologies International Inc. (Docket 
No. 9OP-9952), requesting that the 
agency accept an amino acid method 
that is corrected for digestibility as an 
alternative method for evaluating 
protein quality. FDA tentatively decided 
that the petition had merit, and that 
some of the concepts in the petition 
should be integrated into the 
rulemaking since protein quality is an 
important part of nutrition labeling. The 
agency has the authority under sections 
201(n) of the act (21 U.S.C. 321(n), 403 
(a) and (q) of the act, and 701(a) of the 
act (21 U.S.C. 371(a)) to modify the 
original proposed protein quality . 
methodology to reflect expanding 
scientific knowledge. This final rule 
represents the final disposition of the 
subject petition. 

66. Several comments commended 
the agency for acceptance of the 
PDCAAS method for assessing the 
protein quality of foods for regulatory 
purposes. Comments stated that the 
PDCAAS method was entirely 
appropriate and consistent with the 
FAO/WHO Consultation on protein 
quality evaluation (Ref. 8). Other 
comments from food manufacturers and 
a trade association conditionally 
supported the PDCAAS method. Several 
comments recommended that PDCAAS 
not be used as the sole method for 
measuring protein quality of foods 
intended for adults and children 4 or 
more years of age until more technical 

knowledge on the amino acid reference 
pattern and methodology is gained, and 
until manufacturers gain more practical 
experience in its application acmss a 
bmad spectrum of foods. Two 
comments stated that compliance 
problems necessitate a transition period 
of 2 to 5 years &us@ the log@i& and 
economic burdene; Several ccmments 
supported the method but 
recommended that the current PER 
method also be permitted. 

One manufacturer recommended: (1) 
Manufacturers be permitted to use 
calculated PDCAAS values for common 
foods and food ingredients; (2) that FDA 
issue a list of estimated digestibility 
values and PDCAAS values for major 
foodstuffs and ingredientsbefore issuing 
the final regulation; and (3) that FDA 
convene an expert group to produce a 
data base on digestibilities and PDCAAS 
values and to make provision to update 
such a list. 

Another manufacturer requested that 
FDA allow any valid methodology for 
determining protein quality for adults 
and children more than 1 year of age. 

FDA disagrees .with the 
recommendations that the PDCAAS 
method not be used as the sole.method 
until more technical and practical 
knowledge is gained on its application 
to a broad snectrum of foods and 
disagrees th’et a transition period is 
needed. FDA advises that since most 
food products in the market 
intended for adults and chil x 

lace are 
ren above 

4 years of age, on which the declaration 
of percent DRV of protein Is voluntary, 
a delay in tbe implementation of the 
PDCAAS as the sole method is not 
necessary. 

The agency also rejects the 
recommendation that the PER method 
continue to be permitted for foods for 
adults and children 1 or more years of 
age as an option to the PDCAAS method 
for the following reasons: (1) The 
PDCAAS is based on human amino acid 
requirements and, therefore, is 
inherently more appropriate for 
evaluating the protein content of foods 
intended for human consumption than 
the PER which is based on the amino 
acid requirements of the rat (Ref. 8), (2) 
the PDCAAS method is recommended 
for regulatory purposes by a recognized 
international organization experienced 
in establishing such standards (Ref. 8). 
and (3) values obtained by the two 
methods differ so that their 
simultaneous use on different foods 
would not allow for comparison of food 
products. 

FDA considered the recommendation 
that manufacturers be permitted to 
calculate PDCAAS values. The two 
pieces of information that are needed ror 



basss often lack Morn&on on key 
essmW amin~~@da, and th8 
information that is tbirrre wes often 
obtained using meth&oI that is now 
outdated. In addition, f 

zr i.e.. the ch8micf&lMogioe , of 

treatment of foods, ten r&&c% te 
~&I 

9 
amino acid cmrt8nt of t$8 trod, so that 
only data @m 8 food &et nndnrw%nt 

:or tzwttimnt should 

and better data are n&M. 

products. Th8 ag%ncy has d%cid%d not to 
publish the digestii#ty values in the 
Cod8 of F8deral R%gnhti%n at this time 
because th8 valu8s am int%rim and 
subject to change on a frequent basis. 
The data base is bsing published in 
Appendix B to thio document end is 
also available from th8 Division of 
Nutrition, C&n@r for P8od safety and 
Applied Nut&ion (HE’&266). Food and 
Drug Administmtion, 266 C St.‘SW., 
Washington, DC 26264. 

Appendix B lists fnods from nine 
major food 
of this data Es?3 

oups. br th8 devvelopment 
, the, 

scientific data that in r 
ncy examined 

uded reports Iby 
national and int%rnational 
organizations, .r+w articles and o&r 
scientific arti&& h examining the data, 
FDA first conaidwed true digestibility 
values of protein foods obtained using 
adult subjects, followad 

3 the rat as 8n animai mod 
data u&g 

. Th8ageacy 
did not consider dQ@.ibiility data 
obtained using it, H&o methods or dher 
animai species. C8mp8rathre revfewri of 
digestibility of some pro&in using 
humans and the rat model suggest that 
the tru% d@@tibifity of a variety of foods 
is similar in hwssns and rets. 

There 8ta 
B”p 

si+i+knowMg80f the 
digestibirrtjt o pratein in common f&d 

sources. TbemtEare, the d&da 
Appendix B of this docnment are 
tentative FDA bellerres that with the 
imp~mentation of third reguhltion, bett8f 

data will be fdcoming, and that, in 
due course, it will be @le to revise tkrt 
data base. Th8 ag8ncy ~ncoura es 
industry t8 submit additiomd t ta to 
enable PDA t8,%xp6& tb8 8sso&n8nt of 
foods included in the &a base and to 
update current data. 

PDA cancludes that it would be 
pf8Rlf4tW3 bo WRV8Ik8 M exlwrffJR?Up t0 
develop s&rta bae8 on digestibiiities 
and PDCAAS valu%%. Th%re is a n88d to 
allow tim8 for the comp&&ion of 
relia$le d&a bawd OR &g8stibility and 
amino acid anatys%s obteb@ by tlm 
methods spec@d in t&&r regufation. 
FDAwlIu. fewnstief th4 i&a df 

G 
03% pmtehl 
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manufacturers are not precluded from 
using oth%r en8lyttcal m%thods for the 
own quality control purpoe%s as long as 
they aseum them&&s that such 
unofficial n&ho& compare adaquat%ly 
with tb% of&&t methods. For 
compiiianoe purpos8s the methods 
specified in the r8gukttion will be used 
by IX&. 

61. Several comnwnts~ r%%omm8n&d 
that the proposed new method 
(PDCAAS] forth8 svaluation of protein 
quality bs eliminated from th8 
n3gulation. Son!% CoRHRBntS stated that 
the PDCAAS method wtfi not provide 
flexibility and will be unnecessarily 
burdensome and expeasive. because it 
requires that digestibility and amino 
acid analysis be performed on every 
product for which a d8Jaration of the 
penxmt of the RDI for pro&in is made. 
One comment stated thet foods are often 
reformulat%d. creating an ongoing cost. 
Several commenls 8xpd coflcsrn 

tblt, b8CaUS% of thtl Costs, th8 PDCAAS 
could have unint%nd%d negative eff8cts 
on the competitive position of smaller 
companies and on the willingness of 
manufacturers to provide compl8t8 
nutrition information td the coawmef. 

A few contm8nts argued&at for aom8 
foods, the PDCAAS wil msnlt in lower 
values being d&awd k the pwtmt of 
the RDl than curr%nt m8thoddogi%s 
using the PgR, and that th,is will effect 
the ability of the foods to make claims 
about 
manu p” 

tein conhant. An&her 
actur%r oppos%d the change to 

new meth8dol~ and oofnm%ntgd that 
the PDCAAS nmthodohrgy gbould be 
reviewed and scrutinized by the AOAC 
befor% a lioetfon. 

FDAi%snotqra&attheF’DCAAS 
should be 8Mmin+d. FDA wishes to 
clefi thMti$ld+ionoftirsperaeat 

t DRVorprot%#n[whi&us%sthe 

PW &3tebdb68 vQbm~,;Ear ibods 
intended t&r adults sad Fhudrtgl4 of 
more years of age unlese a protein claim 
is made far the rwbt. Th8mfor8, for 
this ag% gr8up, % ebardenandaxpanoe 
of the PDCAM method ar8 voiuxtt8riiy 

rather &%nltbst PRR However, the 
PDCAAS, bssedon human 
req*rn%nt& is inh%r8ntiy more 

protein pro* ln m8et@ h&&man 
nutrition ’ 

FDA a~~~~y~ 
methodologhnr for amino acid analyses 
involvad in the c&ml&on of the 
PDCAASm8thodhiw8nnd8rgone 
colWve~stndia andkav8 been 
pub&$+ h the Xouwas;S afth% 
ilhl~xi of O&iial Aaalytical . 

66.Oz-w tzmmiwqt expmssed 
un~~y~,~,~~ edA 
acid scoring patt8m uped +n c&mMng 
the P-and stated ihat the WHO/ 
FAO moommendrrd ituzhor r%sear& to 
confifm tbe~cmrrontly abceeptBd vahrse of 
preschool c$&dreni 

FDA admowIedges that the WHpI 
’ FAO Commltathm (I’M. 6j 

fecomxn8nd8d Fuftbf feS8efch on the 

proposed scoring pattarn to confirm and 
reinforce the exist@ information. The 
Consultationconclud8dconcluded, however, thet 

the proposed scoring pettern is robust 
and representi she beat avnilabl8 
8StiIJUlt8 of hd@UWi3~8 lU&Nl WhdS 

fOf hi?3 4$8 @fX+ &lt%WS$ f3f the hi& 
protein fequimmauts d&8 pntschool_ 
age group for adgqwtte growth and 
development, protein foods zmd diets 
with an amino acid p&tarn that 
effectively m88ts th8 needs of the 
preschool child wlfl adequately meet 
the needs of al&r chiMr%n and adults, 
wheraas the reverse m8y not be t.ru% 
(Ref. 101. Therefore. FDA conciudes that 
the proposed am& acid scoring pattern 
for nrwi&ocd at28 chiMr8n is at nr8e8nt 
the-most suitable pat&n for I& in the 
evaluation of di8tary pro&in quality bf 

all fsge groumx%%pt infonts. 
69. ckmuIMntS a@8d that th8 Mdntl 

acid pattern for 1 to 4 yew old dddmn 
should be the Barn8 es th8 amino acid 
reference p&8rn for 2 to 5 year aid 
children when calculating the -’ 



in the portion of p-in and amino 
ecids needed for n~8intenance tlnd 
growth b8tween the two 8ge groups; (21 
there is no sound nutrition rationale for 
using 70 percent of casein as the 
reference standard for I to 2 ye81 old 
children as recommended by the Codex 
Committee on Nutrition and Foods for 
Special Diet8ry U8e8 t&f- 1Qab ati f3) 
there is no evidence that tbe pattern of 
intake of amino acids for 1 to 3 year old 
children differs from, or th8t the pattern 
is inadequate compared to, the pattern 
for 2 to 5 year old children. The 
comments also confirmed that there is 
sufficient overlap between the a e 
groups to render one aandard a % equate. 

In the preambla to the 8uppl8mentsry 1 
propose& FDA specifically requested 
comments on the inconsistency between 
the FAO/WHO and the Codex 
Committee on Nutrition and Foods for 
Special Dietary Uses stendards for the 
protein quality of foods intended for 
children 1 to 3 years old. Tbe data 
presented in the conmmnts (ReL. 54 and 
55) supported the egency’s tentative 
conchzsion to use tbe amino e&d 
scoring pattern for preschool 2 ‘to 5 year 
old children for determining the 
PDGMS of foods intended for cbiken 
over 1 year of 8ge. Therefore, the agency 
is maintainin the requirement in 
§ 101.9(c)(7) f et tbe PDCAAS k used 
to meesure protein quality in foods for 
children above I ye8r of ege. 

However, tbe agency inappropriately 
left a parenthetical notation in proposed 
S lOL9kz)(6) that indicated tbat cesein 
was to be used 8s the reference standard 
for determining the PDCAAS for 
children greater th8n 1 but less than 4 
years of age. Because by definition the 
PDCAAS uses an +nino scid scoring 
pattern based on human requirements as 
the standard, the agency bas modified 
proposed 5 101.9(c)(8), redesignated as 
5 101.9(c)(7), to remove the reference to 
casein for that age group 

70. Two comments dlsaareed with 
retninin the PER method and the casein 
standar ! for assessing protein quality 
for infants. The comments asserted that 
the requirement was not consistent with 
the FAO/WHO Consultation 
recommendation for the use of the 
amino acid pattern of breast milk for 
this age group, 

FDA acknowIedges that the FAO/ 
WHO Consultation (Ref. 8) 
recommended that the amino acid 
composition of human breast milk 
should be the basis of the scoring 
pattern to evaluate protein quality in 
foods for infants under the age of one. 
However, in the sBme document, the 
Consultation stated that further data on 
the amino acid profile of buman breast 
milk using standardized methods of 

analysis 8r8 q&id to c:onfina the 
pattern for c8lcui8ting the cb8mic8~ 
score of infant form&s (Ref. 8). 

sources in mate&L outside f.be 
nuMtion leb8f. 

B8cause of the uncert8lntf88 
expressed in tbs FAfXWHO report (Ref. 
8) and the inconsistencies in reported 
amino acid patterns of.bum@bm8st 
milk&M Sat,tbsagemq f&f it 
is premature to use tbe FAOIWHO 
reference pattern for infants, especiakly 
since this populetiongroup relies on 
r8l8tively few foods for nutrients. Until 
further data become evailable, the se&r 
court38 is to continue to use tbe current 
PER method using casein 8s 8 standrud. 
When more deta becodre av&lEble, FDA 
would be willing to reconsider tbis 
position in response to 8 petition. 

72. Several comments expressed 
concern over 

methodob 
the preemb pil: 

f&r amino add armlyses. In 
of tb8 sqq&tnenm 

71. A few comments stated fb8f the 
use of tbe PDCAAS wiP understate tbe 
biological quality of vegeieble proteins 
consumed in e mixed diet. Another 
comment requested that FDA provide 
manufacturers witb way8 to 
communicate the complenmntary netur8 
of different proteins from different 
sourc8s. 

proposlal, th8 8g8n *t8d th8t the 
an8lytical met&d 3 ‘, ogy for PEAAS is 
described in the Report of the Joint 
FAO/WHO Cons&a&m, section 5.4.1 
(Ref. 8). The analytical methodo1~ 
include8 HPLC and provieftzsb&ty 
in the hydrolysis of 

The8g8ncy has elzr u8ted tile m’erits 

FDA agrees tb& .US8 Of tb8 PDCAAS 
does not indicste th8 value of itidividual 
proteins conaum8d 8s part of 8 mixed 
diet. However, this is true wfth 8ny 
method used to meaittllg quality-of 
proteins in indivldu8l foods, The 
calculation of the corrected Bmount of 
protein of 8 food does no1 t&e into 
account tbe complementery potential of 
the food in 8 mixed diet, i.e., how 8 food 
rich in 8 perticuler essential amino acid 
can “compkment” 8 food low in that 
amino acid to result in a tot& diet tbet 
provides sufficient amounts of the 
amino acid. What t)ze aetbod does is 
allow for 8 greater 8waren8ss of tbe 
value of protein sources when 
consumed alone. 

ixpensiue. cotuoeqaeatly, if ia aat 
prECtic&On 8 fbBtillB basis t0 co&&t 
tests us&gpicisma emko aftid ebanges 
in hum-as 8 basis fbi estimeting 
protein~&ity. 

73.One'mamsntreguestd 
inform&on vn bow to implement the 
PDCAAS method and on whether 
commercial testing la-es have the 
necessary Oapabikitie8 f0 determin8 the 
PDCAAS value. 

While FDA 8cknowledges that more 
consumer education would be helpful 
on the complementary effects of 
individual fodds in mixed diets, 
providing such information is beyond 
the scope of nutrition labeling. Space 
limitations within the nut&ion label 
generally prevent the addition of 
information to communicate the 
complementary nature of diffetint 
prdteins. However, FDA advises that the 
regulation does provide in 5 101.9(e) for 
the voluntary inclusion of a second 
column to declare the nutrient content 
of common combinations of foods (e.g., 
milk and cereal, peanut butter and 
bread). It would be possible to declare 
in this column the percent of the DRV 
or RDI for protein, 8s appropriate, for 
the combination of foods. Also, the 
manufacturer mey include 
nonmisleading st8tements about the 
comulementarv nature of nrotein 

FDA advises that the methods for 
determining a food product’s PDCAAS 
is found in ‘Protein Quality Evaluation, 
Report of 8 Joint FAOIWHO Expert 
Consultation” which is being 
incorpor8ted by r8f8mnc8 into the final 
rule. As stated in !j 101.9(c)(l)(ii), this 
report is 8vaiiabhI from the Division of 
Nutrition, Center for Food Safety and 
Applied Nutrition (HFF-260)), Food and 
Drug Administration, ZOO C St. SW., 
Washington, DC 20204, or is avaikible 
for inspection 8t the Of&e of the 
Federal Register, 800 North Capitol St. 
NW., suite 790, Washington, DC. To 
assist persons in using this report, FDA 
has modifbd § lOlLi(c1(7)(ii) to add the 
specific sections of the FAO/WHU 
report in which the methodology is 
found. These sections 81-8 5.4.1, 7.2.1, 
and 8.00. 

For those foods for which the 
digestibility f8ctorS 8re known and 
found in FDA’s interim data base, 
commercial testing 18bor8tories will be 
able to calculate the PDCAAS efter 

I 2 ~~~ r- ~----- running an amino acid analysis as 



age snd t$m@Df ~~~~MxIWI for infents. 
childm*:im~thm 4 years of age, 
pregn%ntWonten, %nd~l%ctatingwome.n 
are established. 
h Vitoi$ni and M$emls , 

75. R&i&g the sequirement for 
mandatory Ii&q ofv&nn~ & vit%min 
C, calcium, end &mj on the fas_d ,label 
was supported by e lergen~mbet of. 
comments representtng %hrosd 
spectrum of consumer5 and consumer 
organirx&ons, liche%hh 
organilietions, I2 lth ,c%re professionals, 
industry Eepresentatives, and &ads 
associations.. These comments agreed, 
with the mtiom& stated in the proposal 
forcontinuing the tnand%torjr 
declaration of these nutrients in 
nutrition labeling. 

has,helpe&to imprai&ntakes.of this’ 
vitamin among &ilhy;p%rsons 
consurn~,u~hehm~&:diet, the 
incluston 3 adequate .vitamin A in the 
di&st@ req$&s care %nd effort on the 
p,%rt of a consumer in selecting good 
food sources of this vitamin. Vitamin A 
is faund in a-relatively,limited number 
of .foods within the food supply, and 
these foods must be selectively chosen 
by consumerson a regular basis to 
ensure gdequats intake. 

FDA also continues to b&eve, as 
supported by numerous commentsr that 
vitamin C is a nutrient with pubhc 
health signif&xmce. in th%t, even with 
fortification efforts and greater year- 
round %vailability of citrus fruits and 
dark green vegetables. certain 
subpopulations are considered at risk 
(see 55 FR 29487 et 29331). 

There were, however, some comments 
that did not support the rmmdatory 
listing of the%e nutrients. Some 
comments suggested thet vitamin A end 
vitamin C should not be mandatory but 
should be allowed on the food label on 
a voluntary basis. One comment 
questioned whether inadequate intake 
of these vitemins is a public h&h 
issue. noting @at some. milk4s fortified 
with vitamin A and stating the belief States” (Ref. 49)‘ 

In the case of calcium and iron, these 
minerats %m identified as public health 
issues in the IOh4 report (Ref. 1) and by 
numerous other sources, including the 
Surgeon Cener%l’s report (Ref. 21, Diet 
and Health (Ref. 3), and the report on 
“Nutrition Monitoring in the United 

consumer in ttW&#&d~*uidfood 
sejectbns in t#r&ct~~th%~tst%ldtet, 
and th%t’th$ W%i diiit hti &pHiczwt 
eff0Cts 4ArktaW 

However~ %t#4&acN~ in sQmml5Dt~ 54 
of this d&unrent concerning ad*ded 
sugws, the %gency b%s, tektm the ’ 
position that it s&ouldnot attempt to 
tegulste ections&zit& cGinot enforce, 
Because rv%il%ble’l%bor%tory an%iytical 
method5 do not Wf&ent&t%bet~ee.n 
added and natCral’1) occurring iron, the 
agency would n~he~leto determine 
compliance tifth declared. amount% of 
added iron.~~ 

Therefore, the agency is denying chs 
request that m&ufacturers de&re on 
their labels sepamte quantitative 
amounts of added end naturally 
occurring iron. 

For the segment of the U.S. 
population at risk of iron overload. the 
agency notes that the food label will 
provide quantitetive declaration of iron 
and vitamin C content of a food, as well 
as a listing of ingredients (including 
iron compounds if iron is added to the 
food). As absorption of nonheme iron 
may be enhanced by consumption of 
vitamin C cont&Mg foods, those at rish 



IAutrimGthat am not laqfmd to be 
d-4 fn the n~$Son label and are 
ad&#&t& +food strictly fbr a t&&$& nsw & ,$& nwd m b 
d&b&& 9 ‘the m&lent is declared 
solely i the ingredient statement and is 
otlwmh not refeETed to on the label or 
in Mdfng or advert&&g. This 
pmvMm, similar to current 
8 ~01.~~)@),~is added to 

’ *!?t@@ %mmentstited that s.evfd 
list&g of ather vitamins and mine&3 
should be *red, evenwithout a 
claim, such as vitamin D, magnesium, 
mdfi 

T 
oms. On0 comntent 

support8 the listing of aB vitamins 
(mm thos0 absent from the food or food 
pduct). 
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in a food that might result. Amounts of 
either zero or less than 2 percent of the 
RDI (declared as Percent Dail Value) 
for these nutrients are physio T ogically 
insi nificant. 

T ii e RDI’s are provided in 
5 lOLQ(c)(8)(iv) which has been 
reserved in this document. That 
paragraph is included in the companion 
document entitled “Food Labeling: 
Reference Daily Intakes and Daily 
Reference Values” (hereinafter referred 
to as the RDI/DRV final rule) published 
elsewhere in this issue of the Federal 
Register. In accordance with section 203 
of the DS Act that prohibits FDA from 
promulgating regulations based upon 
recommended daily allowances of 
vitamins and minerals other than the 
U.S. RDA’s currently specified in 
S lOl.Q(c)(7)(iv) until November 8,1993, 
§ lOl.Q(c)(8)(iv) includes values for only 
one age group (i.e., adults and children 
4 or more years of age) rather than the 
6 proposed groups (i.e., adults and 
children 4 or more years of age, children 
less than 4 years of a e, 

d 
infants,, 

pregnant women, an lactating women). 
FDA intends to adopt in accordance 
with section 203 of the DS Act,, 
appropriate‘RDI’s for all grou s.. 
Therefore, FDA has adopted 51 e 
references to such groups in 5s 101.9 
(a)(4), (c)(8)(i), (e), and (1) of this final 
rule, even though such values do not 
exist at this time. In the meantime, 
suggested RDI values for other age 
groups, which, to be consistent with the 
DS Act, are based on the IQ68 RDA’s are 
presented as guidance in the preamble 
of the RlWDRV final rule. 
IV. Analytical Procedures 
A. General Issues 

87. Several comments assertefd that 
FDA should explicitly state the methods 
to be used for the analysis of various 
nutrients. Some comments expressed 
the o inion that the agency should not 
man B ate listing of any nutrient when 
there are serious issues with the 
reliability of the analytical method. 
Dietary fiber was specifically cited as 
one example. One comment added that 
FDA must specify the method olf 
analysis for analytes not available in the 
AOAC. 

The agency acknowledges the concern 
expressed in the comments. In the 
mandatory nutrition labeling proposal 
(55 FR 29487 at 29498). FDA discussed 
the analytical methodologies for sugars 
and dietary fiber. The agency noted that 
in the I7 years since the promulgation 
of § 101.9, it had acquired substantial 
experience under the regulation,, and 
techniques for analyzing foods for their 
nutrient content have greatly improved. 

The agency considers it is inedvissble to 
explicitly state a method fore particular 
nutrient. The applicability of a specific 
method to products of different matrices 
varies. As noted in several comments, 
values for some nutrients, such as fat, 
are dependent upon the procedure used. 
If a specific method is cited. it may give 
the erroneous impression that other 
methods that are more appropriate to 
the matrix or that utilize newer 
techniques could not, or would not, be 
acceptable. It is FDA’s policy and 
practice that any method used to 
support a nutrient declaration value 
requires appropriate validation if it has 
not been collaborated for that nutrient 
in a specific matrix. Validation 
procedures are a necessary component 
of sound analytical technique and are 
frequently used even with official, 
collaborated methods. 

The agency agrees that no nutrient 
should be a required component in 
nutrition labeling if there is no 
satisfactory analytical method for 
determining its level in a food. In fact, 
this view was a major factor in the 
agency’s decision not to require 
declaration of complex carbohydrates. 

LFDA believes that there is adequate 
methodology to assay for the nutrients 
that it has made mandatory elements of 
the nutrition label, even, as explained 
below, for dietary fiber. 

Analysis is not needed for nutrients, 
however, where reliable databases or 
scientific knowledge establish that a 
nutrient is not present in the product. 
For example, there is no need to analyze 
for cholesterol in fruits and vegetables 
or for dietary fiber in seafood. Costs 
associated with nutrition labeling will 
be contained by not analyzing for a 
nutrient where there is no reasonable 
expectation that the nutrient pccurs in 
the food. 

88. Some comments noted that 
analytical variability-which ranges 
from I percent to as high as 20 percent 
according to one comment-may be a 
function of the method selected and its 
inherent variability, the laboratory 
performing the analysis, the level of 
nutrient in the food, and the ability to 
obtain a homogeneous sample 
COmpOSite. A f8W comments specifically 
cited the difficulty in measuring levels 
of complex carbohydrates or vitamin C 
in potatoes. These comments observed 
that the nutrient levels may differ 
between the time of harvesting and 
processing, as well as after a period of 
storage. one comment recommended 
that FDA allow flexibility in selecting 
anal 

r 
ical methodology such that there 

wou d he a broadened range of methods 
used to generate nutritional information. 

FDA advises that manufacturers are 
free to use methods of their choice for 
ascertaining the quantity to declare on 
the label as well as for screening 
purposes as part of their quality control 
procedures. However, when uestions 
arise as to the validity of the a ate, the 

‘agency will utilize the methods of the 
AOAC or other validated rocedures. 

Given the analytical pro % lems in 
determining values for complex 
carbohydrates, the agency has deleted 
the requirement for declaring complex 
carbohydrates and is eliminating the 
term “complex carbohydrate” from the 
nutrition label. As discussed above, it is 
using instead the term “other 
carbohydrate.” The term “other 
carbohydrate” is defined as the 
difference between total carbohydrates 
and the sum of dietary fiber, sugars, and 
sugar alcohols (when declared). Because 
a specific method of analysis is no 
longer required for complex 
carbohydrates, the concern about 
measuring this food component in 
potatoes has been addressed. In regard 
to the concern about the analysis for 
vitamin C in potatoes, FDA advises that 
in this situation vitamin C is a naturally 
occurring, or Class II, nutrient. Thus, the 
declaration is in compliance if the 
nutrient is present at a level of 80 
percent or more of the declared label 
value. It should be noted that current 
regulations and 5 101.9(g)(6) permit 
reasonable excesses within current good 
manufacturing practice for both vitamin 
C and other carbohydrate. 

As more nutritional analyses are 
performed in support of label values, 
more methodologies will be validated. 
As a result, the number of methods that 
manufacturers may use in determining 
the amount of a nutrient will increase. 
Moreover, products that heretofore had 
not been labeled with nutrition 
information will now be subjected to 
testing. These new matrices will create 
new challenges for both the food 
industry andvthe agency. However, these 
challennes should not imoede the 
develoiment of full, accukte~nutkion 
information on food labels. The agency 
is committed to working with industry 
to provide valid nutrition label 
information that will promote selection 
of healthier diets by US. consumers. 

89. Some comments suggested that 
FDA work with trade associations and 
industry on the analytical techniques 
required to prepare nutrition labels. One 
comment recommended that 
designations be made as to which food 
matrices are ap ropriate for existing 
methods and w R ich ones are not. 

FDA agrees it should be actively 
involved in the review of suitable 
methods to be used in the 
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implementation of mendatory nutrition 
labeling. The AOAC Task Force on 
Nutrient Labeling Methods was 
established early in 1992 by AOAC for 
the purpose of assisting its membership 
in meeting the requirements of the 
agency’s regulations. The agency 
worked closely with the Task Force, 
participating in meetings as weIf as in 
evaluating approptiate methods for 
various matrices The Nutrient Labeling 
Task Force Report on Analytes for 
Nutritional Labeling is available from 
the agency or AOAC. The report lists the 
methods that are adequete for various; 
nutrients and various matrices. As 
pointed out in the official AOAC 
publication, The Referee {Ref. 88). not 
all analytelmatrix combinations in the 
report heve been firliy collaboratively 
studied, however. 

In this context, It should also be noted 
that § 191.9(g)(2) of these final rules 
allows for the use of other reliable and 
appropriate analytical procedures if no 
AOAC method is available or 
appropriate. Sources of such methods 
include FDA’s “Lipid Manual” (Ref. !i9) 
and FDA’s Food Additive Analytical 
Manual, vol. I and vol. II (Ref. 80). 
Additional methods may be found in 
“Approved Methods of the American 
Association of Cereal Chemists” and 
“Official Methods and Recommended1 
Practices of the &&can Oil Chemists 
Society.” 

The method of analysis used must be 
suitable to achieve the purpose for 
which it is used. Forexampie, the 
method used to quantify vitamin C for 
nutrition labeling must be abfe to 
determine whether ascorbic acid or 
isoascorbic acid is present in the food. 
Isoascorbic acid and sometimes ascorbic 
acid are used as antioxidants in food 
processing. Only ascorbic acid, 
however, is an active form of vitamin C 
and considered in the determination of 
vitamin C content of the food. Thus, the 
method must be able to distinguish 
ascorbic acid from Isoascorbic acid. 

90. FDA received several comments 
regarding the use of the Official 
Methods of Analysis of the AOAC. One 
comment stated that the latest edition of 
this reference should be cited to avoid 
obsolescence when new editions are 
issued. 

FDA does not have authority to not 
reference a particular edition of the 
Official Methods. The Office of the 
Federal Register requires that each 
statement of incorpomtion by reference 
into the Code of Federal Regulations 
contain specific information, including 
the date and edition of the pubucation 
Accordingly, FDA hes not modified 
§ ~o1.Nglc4. 

91. A comment supported a policy 
whereby FDA would verify laboratory 
analysis results on file at a firm to 
substantiate the nutrition label 
information in lieu of doing nutrient 
anal sis from a limited semple of 

cur pr ucts. The comment expressed the 
opinion that FDA should be required to 
perform ad~~~~~i aemp&Ing arid te8tIng 
and to consider the statistical variation 
inherent in test procedures before 
initiating a legal action, such as a 
seizure. 

The agency disagrees with the 
comment. FDA is a law enforcement 
agency, and its mission is consumer 
protection. To support a misbranding 
charge for inaccurate nutrient content 
information, FDA must have accurate, 
reliable, and objective data to present in 
a court of law. To obtain that 
information, FDA relies upon ,the work 

E 
erformed by its trained employees 
ecause it does not have legal authority 

in most instances to inspect a food 
manufacturing firm’s records. 

The practice of performing nutrient 
analysis from a composite of 12 
subsamples is well established. 
Compositing the contents of the twelve 
containers yields a numerical result 
essentially equivalent to what would be 
obtained if each container wepe 
analyzed, and the results averaged. 
Thus, the composite value is considered 
to be the same as the average of a 
sample of tweive containers As noted 
in 5 101,9(g){4) and (g)(5), FDA will not 
take reguIatory action based on a 
determination of a nutrient value that 
fails to meet appropriate levels by a 
factor inherent in the variability 
generally recognized for the analytical 
method used on that food et the level 
involved. 
B. Calories 

92. Comments stated that the 
regulations should clarify how calories 
are to be caIculated. Several comments 
recommended adding “caloric content 
may be determined by the Atwater 
method” to proposed E 191.9(c)(3). 
Some comments objected to the use of 
the specific Atwater food factors 
published in “USDA Handbook 74” 
which have not been updated since 
1955. Another comment noted that if a 
food item is a commodity-type product 
for which a specific Atwater factor is 
available, the caloric content fur these 
products should be required to be 
calculated using the specific Atwater 
factors. 

Several comments disagreed with the 
proposal to subtract dietary fiber from 
the amount of carboh drate before 
applying the general L ctor of 4 (i.e., 4 
calories per g of carbohydrate). These 

. 
comments contended thet the aenerel 
factor is intended to apply to t&l 
carbohydrate including fiber.,BecauSs 
the gastrointestinal effects of dietary 
fiber were taken into account in the 
derivation of the genaral factors. these 
comments did not consider it to be 
legitimate to exclude fiber from 
carbohydrate oontont when celcuteting 
caloric content. 

One comment suggested that calories 
be calculated from derbohydrate-plus- 
dietary fiber if the general factor of 4 
calories per g of carbohydrete is used. 
Alternatively, the comment suggested 

‘that calories be calculated from 
available carbohydrate if the eneral 
factor of 3.75 calories 
carbohydrate is used. f 

erg 0 B 
he factor of 3.75 

calories per g for carbohydrate is used 
by the United Kingdom for caIculation 
of available carbohydrate energy (Ref. 
61). 

One comment suggested that both 
total dietary Rberand other 
nondigestible carbohydrate should be 
subtracted from the total carbohydrate 
content before calculating calories 
contributed by carbohydrates. As noted 
in the comments, man new food 
ingredients such as re ii uced-calorie hts, 
fat substitutes, and modified 
carbohydrates have been developed in 
recent years. Some of these ingredients 
have caloric values substantially Iess 
than the general factors of 4.4, and 9 for 
protein, carbohydrate, and fat, 
respectively. Comments requested 
specific allowances for ingredients used 
as reduced calorie replacements for 
conventional ingredients to permit 
methods for calculating the available 
calories other than use of the general 
factors. 

The agency recognizes that confusion 
may exist about methods for calculating 
caloric content because of the proposed 
changes in how total carbohydrate 
content has been defined in § 191.9(c)(6) 
and because of the changes in the 
treatment of dietary fiber. Therefore, the 
agency is modifying § 101.9(c)(l) to 
clarify how caloric content is calculated 
by providing Ave options for calculating 
the energy value of foods in 
§ 101.9(c)(l)(i). 

The first option, which is set forth in 
5 191.9(c)(l)(i)(A), is the use of specific 
Atwater factors that are found in Table 
13 in “Energy Value of Foods--Basis 
and Derivation” by A. L Merrill and B. 
K. Watt, USDA Handbook No. 74 (1955) 
FDA disagrees with the comment that 
suggested requiring the use of specific 
Atwater food factors for those foods for 
which such factors exist, The agency 
does not believe that there is any need 
to limit a manufacturer’s fIexibiIity in 
selecting a method for determining 



contribution from the carbohydrate 
portion of food by multi$ying 
carbohydrate content minus insoluble 
dietary fiber content by the general 
factor of 4 calories per ‘: - 

In addition, 5 lOZ.$(c 5 lMi)fLl] permits 
manufat$urer$o$ usem bf’&Wle 
dietary fiber a&Iitiv+ts,dp other food 
additive subst#xxis +h reduced 

Soluble dieta fiber substances are 
frequently ad, ed. to foods to replace B 
fully caloric nutrients in formulating 
reduced calor% foods..in such rgises, the 
burden fbr estsbb$l’@g the actual 
energy value oft&e foodfs appropriately 
with the manufacturer. 

The calculation of the caloric 
co&b&n of novel fats and 
carbohydrates hes been discussed in 
section 1zI. of this document. The agency 
has stated that it will consider 
digestibiiity of new products on a case- 
by-case basis as requested. In support of 
this action, the agency requests that 
manufacturers who wish to declare 

-adjusted values for the energy 
contribution of a substance, based on 
reduced digestibility, submit 

for the use of bomb calarimetry. >The 
agency notes that the c$oric value so 
obtained~must be corrected for 
nonmetabolitib~e~protein by sub&acting 
1.25 calorfes p@rgtpf stein ta correct 
for incomplete,d$ges r iMy, as 
discussed in:IWrgy Value of Foods, 
Basis, and ,J3eriv&onl W9lA Ijandbook 
No, 74” (Ref. 631, The caloric value 
determined by bomb calorimetry may 
give a higher value than the other 
allowed methods. However, because it 
would produce an over-estimation of 
the caloric content of the Food, FDA 
would not consider it to be 
disadvantageous to the consumer. A 
primary consideration in selecting 
which method to use must@ the 
accuracy c: &e declaration of the caloric 
content in light of& agency’s 
compliance criteria in $&IlIQ@. 

The afzencv L aware that some 
manufa&r& have developed their 
own specific factors for conventional 
food ingredients that they use in 
calculating the caloric content of their 
products. FDA views this practice as 
analogous to using data bases to 
determine nutrient label values, in that 
the manuibcturer assumes the 
responsibility for ensuring that the 

they determine o&W uWrn~5r e 
varietyef f&e, bothco~~ve@&rml 

caloric content. 
Theagency advises tbet because 

revised 5 161.9@$@3 mn~ includes 
dietary fiber in total o&b&y&ate 

is 

clarification on the dhmussion in the 
mandatory nutrition h&t&g, _ 
(55 FR 2Q4&? at 39493 aiud A” 03 of the Qf? 

osal 

possible caim-ic con~utionof 
macronutrient substitutes or other 
ingredients such as certsin types of 
soluble fibers or gums. While one 
comment agreed with the agency’s 
position tha# man$&Wrers of these 
ingredients &uUd be asked to nrov& 



an comction factars for t24&w&M ihIll 
80 it bIe ffbers fs.&, g&ma). elm comment 
nated that MHVJ rlree#trd, is needed la. 
this area. 

document. 
C. Fats, Fatty Acids, and choleatenol 

95.As.clbeusdinssctton~,C.oI 
this document, cxmummb raised many 

meesurina cholesterol that is 
undergo&g colWve study under 
the ausukes of the MYSAC. 

satisfae$&y anafytim~ procedures for 
meas&* &eta@ f&r &re available ’ 
and cited the -can #~~~&tion of 
Chmd chenrfers Idew I&. 32-21 and 
the proposed AWlatbgd. This 
comment s&ted the&e m&md&gies 
werefitle&euaccuFateasoer&dn* 
sanctioned procedm It acknowledged 
that re6earch shot&i txrmtinue, however, 
to improve the umty Bud 
standardiratlan of a+yticel methods 
for fiber. An&her camme& noted that 
the p~~clatan afthe promd method 
may cause difRe@tk at low leve!s, 
typical of that f-d in some fruitsand 
vegetables Imare than 1 perceM to 5 
percent) and espeoially when fat is 
present in the sam#k The casnmPrnt 
stated that becausa of que6tkma 
concerning the acc~rol~y of methods for 
meesurig di fdbiu, companies may 
elect no& to deoNe’l6w Mets of Bber 
in their pro&&s. 9%~ comment stated 
that &re fb a atore accuM0 method ‘for 
use ill th@se sitnatiotus. 

Twocolnmen~ hn the meat 
industry expressed wrn that the 
proposed method for fiber bed only 
bemmduated oncereds, grains, and 

w  



Th&tm~dIsagmes*rithLeRrs3 
comment. ND d&a w~lrl) presented to 
support a &an@ to Cl.S* inaennenas 
Therefore, FDA l.Tmhiwzabe~tllBl 
the precision of&m analytical 
nlethodology fbr ddleamining 
quan&tive amounts i.3fdieWy fiber 
does not allow for accuracy to the 0.5 
g PeveL Accordingly, 3 IUl,9&)I6~~] wili 
require that dsetary fiber be expressed to 
the nearest g. 

98. One comment recommended use 
of the word “fiber” in I&N of “ryJ&ary 
fiber.” The comment sta@d that 
consistency with &e l990 ammtdmsnts 
was not needed and was Zaa less 
important than using terms thet 
consumers understood. The comment 
also contended that insertion of the 
word “dieta@’ into B& term of fiber 
content would a&W-r the 1abeL 

The agency disagrees with this 
comment No data ware pr8sented IO 
support the colatitlan that t3.W &In 
“dietary fiber” tid confuse 
co- FDA b&rras that it is 
impor&&todi&ng&bbetw~ 
dietary ~&B.T and cruda fiber to e~fs~l~~ 
thatthareisnoq~estionastowbatfibar 
components are de&red. 

99. One co5unatiti~t.a 
the agescy’s izibthn af USDA 
Handbook 74 (19%) AB ilw rsiaw ior 
the subtraction bf dietary f&r h the 
calculation of total carbohydratn at 
s 101.9(c)(fi~ of&e BQ@-w 
nutrition N&w propose!. h t$s c&-ad 
reference,dieWyfiberbndapartnf 
the cakxzbti~~. ?‘I& amu~& eoted 
tw= A ~~~~~ 
dietary fiber ww 

-4-1 a hi& degree of confidenca 
Continued analytical work will be 
necessary to S&IS& metl~~doi5gy for a 
wider, more diversa food suppip. 

are developed and velidatd 
F, Vitamins 

lBLA-Ahb%ltfistths 
agency &xR&~ lird &Imse camtene 
fracticms3hal can be .e in the 
declaration of vitamin A for labeling 
plaqXWB,%ndtedthatAYarietyOf~ 
matb@d~frprti~Adc~a~ 
avail&a awl curm&y da rtge by 
industry and EDA. The comment also 
stated that andylical reagents reqrrired 
for AOAC &icial methods fur 
determining vitamin A content are no 
bmger~laMe. 

InltsltlWIYRV~t~sg6ncy 
proposed chat vitamin Acc&& is&~ be 
explBssedioti~W155~ 
29476 at 29485). CRIb M equluabmt 
was astab- to be afpivdkmt to 1 
micmgram(+@ti0r~~b&n- 
arrotsne.Tbe~~- 
AasWi4sqtivalentsuascar&d 
forward h the su&emttnWy proposal 
at 5 lOl.$lEHIl~ivZ FDA is AWW of 
literature data w&m alp&a-car&~ Is 
preseti in some carrots in significant 
amounts. To account Ear &is dad d.stber 
carotene &atioIls. the dgdncy A&O 

recognizes the Nationa! AEadamjr of 
Scisnces’ de&&ion of x&no1 
equivalents as 12 a of pm&unis A 
camtenoi& 43t.her than beta-car&ne 
(Ref. 23). 

As noted nbwa, the agency workad 
clL?§#ly a-z&d act.iWe~y with t&i Af3Ac 
Task Force on N@rti &&&ng 
Methods to @+JI &e ade&acy OS 
AOACmethodsto~autritirorn 
labeling rbeads 33~1 deczeased 
availability af the d-1 raegeatr fo+r 
some methods for Wh titamin 
A content has caused both industry and 



V. Format 
A. Legal Authority far an Impmved 
Nutrition Label Format 

Congress clearly intended that 
nutrition information be presented to 
the public in a .ma#mer that facilitates 
understanding of the information and 

uaep la BaaiBt~*n# 
pmtis. Tbb f&tie 

evidenced by at least two provisions of 
the 1990 amendments. Section 492(q)(l) 
of the act, which was added by the lQQ0 
amendments, states: 

The Secretary may by regulation mquina 
any information required to heplaced on the 
label or labeling by this subparagraph or 
subparagraph (2)th) (section 403(q)(l) or 
(Z)(A)) to be hi~hb&ted~dt~&e~ or 
labeling by larger t 
contrasting color if 7r ’ e Secrettary determines 
that such hi&Iighting wtll assist eonstuners 
in maintaining healthy dietary practices. 
In addition, section 2(b)(l)(A) of the 
1990 amendments states that the 
implementing regulations shall: 

l * * require the required information to 
be conveyed to the public in a manner which 
enables the 
comprehen B 

ublic to readily observe and 
such informatfon and to 

understand it& mlatfve signffkence in the 
context of a total daily diet. 

Consistent wi+hthe au&&y vested 
in the Secretary (and FQA, by 
delegation) to determine if specific label 
information will assist consumers in 
maintaining healthy dietarypractices. 
the House report accompanying the 
1990 amendments directs FDA to 
consider a variety of format options, 
including: “information about the 
recommended daily intake, the use of 
descriptive terms such as ‘high,’ 
‘medium,’ and ‘low’ or use of universal 
symbols to indicate desirable or 
undesirable levels of particular 
nutrients.” The report goes on to state: 
“While the bill does not mandate an3 
particular approach; it does require the 
Secretary to specify requirements that 
would permit the consumer to 
understand the nutrition information 
pertaining to a particular food in 
relation to recommended dietary 
information” (Ref. 16). 
B. The Role of the Nutrition Label 

The 1996 amendments provide 
several descri 
nutrition labe P 

tions of the role of the 
. Section 406(q)(l) of the 

act, which was added by the 1990 
amendments, uses the language “assist 
consumers in maintaining healthy 
dietary practices.” Section 2(h)(l)(A) of 
the 1996 amendments uses the language 
“enables the public to readily observe 
and comprehend such information and 
to understand its relative significance in 
the context of a total daily diet.” In the 

format Rroposal, FRA requested 
comment about how the nutrition label 
can best assume the information role 
mandated by the 1990 amendments. 

10% A number of comments from 
food manufacturers, trade associations, 
health promotion organizations, and 
consumer groups identified more than 
one role fq themrtrition label in 
as&#ri%$$on?iumers in m&taining 
healthy dietary practices. One 
illustrative comment from a health 
professional organization described two 
different roles of the food label as: (1) 
He1 
foo x 

ing consumers choose appropriate 
s and (2) helping consumers to 

understand the “importance of diet and 
proper dietary behaviors to e healthy 
life.” Similarly, a comment from a trade 
association made the distinction 
between the food label ‘“contributing to 
the consumer’s understanding of the 
relative significance of the food in the 
context of a total daily diet” and 
providing “guidance on how to use 
information in the food label to make 
appropriate food choices.” Many 
comments made similar distinctions 
between the food label helping to place 
the particular product in the context of 
a daily diet and the food label providing 
guidance on how to maintain healtby 
dietary practices. A numberof 
comments from industry questioned 
whether the act mandated an explicit 
educational mle for thenutrition label 
to provide guidance to consumers on 
how to maintain healthy dietary 
practices. 

Many comments argued that the 
nutrition label csnnot by ifself provide 
all the information important to 
maintaihing healthy dietary practices 
but reached different conclusions about 
the relevance of this limitation for the 
nutrition label format. A number of 
comments. particularly from industry, 
pointed out that because’of the limited 
space available on the food label, the 
nutrition label cannot be expected to 
adequately convey all the information 
consumers need to understand the 
importance of nutrition information in 
maintaining healthy dietary practices. 
These comments concluded that the role 
of the nutrition label should be limited 
to providing factual, product-specific 
information, and that the broader 
dietary guidance role should be reserved 
to off-label activities of public and 
private nutrition education programs. 
These comments asserted that these 
programs will have sufficienf time and 
space to inform consumers about the 
concepts of flexibility and personal 
choice necessary to maintain healthy 
dietary practices. 

Other comments, primarily from 
consumer organizations and health 

pmfessional,,grou 
necessity of off43 E 

, acknowledged the 
1 consumer 

education to help consumers 
understand how to use the nutrition 
information to maintain healthy dietary 
practices but saw the nutrition label as 
e useful food selection tool th + needs 
to be integrated ~4th off-label 

~nWtio* label 
can and sboti%d help cansumeti make 
informed food choices, and that it can 
also contribute to helping consumers 
maintain he&thy dietary pmctices. The 
two roles are by no means inconsistent. 
To help consumers make appre 
food choices contributes nndon I 

riate 

maintaining.healthy diet 
tedly to 

Among those choices are 3 
practices. 

oices that 
will assist the cor&mer in maintaining 
healthy dietary practioes. Maintaining 
healthy dietary practices, however, is a 
larger and more compiex goal than 
informing food, choices, and one that 
requires motivation and knowledge of 
how to combine end balance the many 
different kinds of foods and eating 
occasions that constitute a total diet. 
The 1990 amendma,nts require the 
agency to take both senses of the 
possible role of the nutrition label into 
account in evalu&ing.sIternative 
formats for the nu~&m label However, 
the agency also agrees that the 
mandated role of the nutrition label to 
assist consumers in maintaining healthy 
dietary practices dcesnot encompass en 
explicit educational role for the 
nutrition label to provide dietary 
guidance to consumers. 

The agency believes that the nutrition 
label format needs to give first 
consideration to h6lping consumers 
make informed food choices by enabling 
them to both comprehend the 
nutritional value of the food and to 
understand its relative significance in 
the context of the total daily diet es 
called for in section 2(b)(l)(A) of the 
1990 amendments. 

The agency’s view is that the basic 
format elements that best serve the 
marldated role of the nutrition label 
must be identified and justified on the 
basis of consumer research. Therefore, 
the implications of format elements fo, 
the use of the nutrition label in assisting 
consumers to understand the nutritionai 
value of the food and to understand the 
food in the context of the total daily diet 
were extensively examined in the 
agency’s format research. 
C. Need for Consumer Research 

Section 2(b)(l)(A) of the 1996 
amendments specifies criteria for an 
acceptable format for nutrition label 
information. The operative terms ir3 +I. 
section, “readily observe and 

i 



comprehend” and “understand jts 
relative 8igmiicance in t&m c4mtext of a 
total daily diet,” are goals t&a&d in 
terms of cmumm8r pen?eption avrd 
understanding. T&e cuneequencgs aF 
various formats and format elements on 
consumer perceptson and understanding 
can only bfi IBBBSW &j0ctiYel,y in 
terms of behavior &e-,-in &srrrs rsfh8w 
w8ll consumers use a format for a 
s 
P 

ecific task). Formats and format 
e ements can be assessed subjectively by 
askin 

L 
consumers or experts to judge the 

udu ess of various formats. Eiehavior- 
based performanc8 xnmwuaw, bow8vitr. 
rathes than subj&.iElrr )uellvnent, 888 
gwnlly pageptad as the mum reliable 
andwt.UwaytD~t&m 
conseqrmnoes of &pIays 
on-paro+onand 
understanding. 

Major E&&%&J groups (RX& I, 66, 
and 66) urged FDA to subject postHe 
nutrition IabeL fur-mats to consumer 
testing to objective! determine which 
formats can be use dy must effectively by 
consumer& RIA has placed 
considerable emphasis OR the 
importance of consumer research in 
developing a rmw format for the 
nutrition label because of this advice 
end Inwwe &a t-of cmsumsr 
~seanchw=yafacualpoupa 
experiments, and preference @Is) 
provide th8 b8s? cad perhaps thit only 
possible bases for 8&sat@ &trnative 
nutrition l&d fannee ag&st the 
consumer perce tion and understanding 
criteria speciR8 % in the 1966 
amendments. 

193.Anumb8rof txnnmaba ued 
that vlrtuaUy any nnWnn Label %rm at, 
eventhecuaent&mna&mserv8to 
helpumsumump@foc&iotiwntext 
ofatdsldai~ydi&cl4pndhsgontlw 
knowMga cud UnNdi 

x 
ofti 

person reading the label, To e same 
point, man comments racommmrded 
nutrition ei ucation activities to 
suppi8m0nt the public’s undemmnding 
of lab81 Wolmatioa !%Nn8 4xUnm8nts 
suggested W nutrition 8ducati8n 
activ&a urn be an alternative to 
including ape or mom lnforrnation 
elements, such as a listing ofM(Vs for 
certain macronutrienls. on the nutrition 
label. 

FMggreasthatea&peraan’5 
knowledge is tbe necessary context fw 
understanding hbel4nfarm&ion, sun! 
that nutridon educa~ ncdvid0s tan be 
an important complement to the 
public’s understanding of Iabel 
information. FDA * with the 
implication smn8thnes drawn from 
these facts that FM 4s t&r&y miigvrarl 
from the burden ofrdsauag 8 farmat 
based in part on tha a& &dance 
about what kind of format does the best 

job at a&&wing $e objectives of the 
1990 amendments. Although various 
considerations bear on the saleetion of 
a final nutrition Iabel format, FDA 
beli8, th8t an ess&ial uitez4on is 
how ~844 a f&mat cenw%ys infinmiltion 
that Congress expec&d 3vu& b8 
provided by the nutritionIaheL 
Congress expect8d that mmh 
information w&d allow people to 
decide whether. based on the nut&ion 
conmnt of th8 food, they would w8nt to 
buy the food (Refs. 67 and 66) and to 
understand the rel&vs signifkcanc8 of 
the fmd in the context of ttps daily diet 
(section 2Rl#1)A) of the 1890 
emendmm&j. FDA has swtgbt to 
measures end has sought orher 
information that measures, th8 ability of 
various formats to ach.teve these 
objectives. 

The agency revi8wed a number of 
qualitative studies fi.e., five focus 
groupa seven pr&rence polls1 and 
quaniitativ8 stUG3s &&. fiv8 fWWyi% 
seam 0x 
as cornm8nt.s or re 
to the format proposa8. Consumer 
research studies about format issues 
were conducted 

3 groups, Pndividu 
FDA, food industry 
food cornpahk 

consumer grou 
R 

s, public health 
organizations, ealth professionals, and 
academic researchers. 

Much of tkds work was done in 
response to FDA reqtmsts for additinnal 
information. and became avail&l anly 
in comments submitted in response lo 
such requests. For example, FDA 
published 8n advance notice of 
proposed rulemaking in the Federal 
Register of August 6,1969 164 FR 
326101, soliciting public uamment on a 
wide range of food labeling issues, 
including: 1(l) Whether to ravise 
requirements for nutrition &&u&g and 
(2) whether to change the nutrition label 
format. FDA subsequently held four 

P 
ublic hearings on food labeling, the 

ast of which was h8ld iii Atianta, 
Georgia on Decembsr 13, 1969. This last 

P 
ublic hearing focused on ths nutrition 

abel format. 
Additionally, in the F&rr8j Register 

of May 20.1!#% fss FR 23072). FDA 
published a W&XI announcing the 
availability of a report on research on 
alternative nutrition label formats that 
had been conducted by the 8g8rmy and 
inviting comments on the report. The 
commsnts on &is aotioe were used in 
the design and 8xecutin of a 
consumer I conducted by the 

agency. ZntheFpaasr;dRs#et~of~!y 
1. P$Qf (58 FR 2?Xt631, FDA announced 
a plan for a coopemt%ve p&t mm 
with industry to test alternative 
nut&inn lab81 frumats that led to 
S8VI3ld id* Spensorsd &Wtl-bim 
label format s&&s. In &8F8&4 

format id design oftbe nutrition label, 
so that comments to tbe,propo88d 
format ruJ8 $67 FR 329%) could be as 
informed as possibl8. 

RI a number of instances. FiJA staff 
provided mate&&, infur&irm, 
suppor& 84 consulrstlan an &&&al 

z 
parmat 

ri3wiv%dnli&ny cmnm8nb from the 
general puHic in response to articles in 
new8papm-s and n8wsl&&rs that 
solicited consumer up&ions in t.h8 form 
ofinfiHmsJp&abas8don8xam~of 
possible nutrition lab4 fmmats 
provi.dedby RZ& TstNe 1 pmsents a 
summery 8f the rarImzs research @u&s 
receivedinmsp8nseto&eft3rmat 
proposal aiyd the finmat ‘ZBsBltlpd) 
conducted by FDA. 

Docket Number OIWW2z JQwd LabaEqe: 
Format of Nutrition cabel; PqmaaI 
A. Ex@mti Stud&s S,da&d 
1. FriQ-Lsy study fRE& 74) 

a. Design: Betwean subjects; five format 
Cd& 

b. §uh]ectaz Central lo&on tesu ad&s, 
sge 16+ who i3edmmd a&or ate salty 
snacks In the past 4 w8ekq one SW N=750. 

c.Ponnetstest8&saaleas~stu~1on 
actual product. 

d. Key dependent - (I) ?Bz& 
based 8n seven pabstlons. i&ma rmr&+ef- 

helpfll&ss, f&i Qfuse end adeqtracy d 
informa-. 

0. Asr#asmeat/ wmnwntu: Ali suw saw 
SWiW @‘O&d. ‘waiicoahollsd atwly. 
2.GM4VNPPAIndustryS~y~Xef.719 

s. iao&n: Betwe%e subferio: sewau Oomrat 
CellS. 

b. Subjects: S&ppii mpll tprtercgpv 
central locatkon tea; a&&e 1% w&3 did at 
least half DfhoaLfahd 
a;iintsoloaa#3. d~~q~ iulxww. ’ : 
36 sltes.N=5,6OQ 

c.Fomcotr&cted:SameasPDAShrdy2oa 
realistic prmduct mec)rups. 

d. K~d8P8488trima~~I1jP~ 
comparison task identical to FDA task, (2) 
four-product comparison task with specific 
nutrient probes, (3) dietsrv tudnment task 



(FOQD)?‘!; (4) ratiag of slnf$e format baaed 
on adequaoy of lnfsrmarioe and~of USB, 
(5) self-report of whether. subjects knew how 
to use the DRV information. : 

e. &aes~nVcommsirts: Each spbject 
worked with only one @nat executed in a 
variety of ways: Pro&mts ara confounded 
with tasks. Format executions are 
inconsistent a@~88produt& Parcent DR.V 
formats at8xanirotMtea &&cut& with 1; 3. or 
4 column display8 depending on product, 
while other form&s hav&i8#trone- or two- 
column-dlsp&$. Thi8 cotn@oraxecntion for 
Percent DRV formats may explain why tbay 
show poor product corgpa@f+r p$rformance 
and ara ratad mQre &g@i@y t&i *other 
formats. Exposure to format8 onearly tasks 
may affgct responses on later tasks. 
3. FDA Pormat Study 1 (Ref, 69) 

a. Design: Repeated rnaa8ttras’within _ 
subjects; subjecta aaslg#.to onerow of a 
5(formats) .X tT( r&btt&Graco-l&n Square, 

b. Subjects: S opplng rnaR httercepff a, 
central location test. adult8 i8+ who did at 
least half of household food’shopping, quota 
controls on age, income, education and race: 
eight sites in seven states, N=l,566. 

c. Formats te8teb: Five formats (see format 
proposal (57 PR 32068)). 

d. Key dependent r iWgWU1’98: (1) Product 
comparison task, maa8umd both accuracy 
and time; (2) pmfem&a rating for most liked/ 
least liked ilabplat,arno&ha five seen in the 
study, andrea8atrs fat i&m 

e. Assessxnent/commfmtlr: Formats 
presentad t&two dirnensiotml nutrltlon 
labels of realistic siee but not on packages. 
4. FDA,Format Study 2 (Raf. 70) 

a. Design: Repeated meaaures,wlthin 
subjects: subject8 assigned to one row of one 
of three Q(formats) X 4(products) Greco-Latin 
squares. 

b. Subjects: Shopping mall intercept/ 
central location test, adult8 18 + who did at 
least half of household~f@d8hopplng, no 
quota COn&OlS; 8 sites, N&32. 

c. Formats teated: seven format8 (see format 
proposal (57 W32068)). 

a. Destgn: Repeated measures witnin 

d. Key dependent measures: (1) Product 

suhjwt; subjects ascligned to onw of two 

comparison task, measured both accuracy 
and time; (2) judgment8 of front panel 

format sets of either five’or six formats. 

nutrition claims; (3) judgments of nutrients 
that need to be balanced in the diet after 
eating product; (4) product healthfnlness 
ratings before and after swing nutrition label: 
(5) estimate of how many 8ervlngs of product 
needed to meet daily requireme’nt; (6) 
preference for most liked/least liked format 
out of the four seen, with stated masons for 
choices. 

e. Assessment/comments: Formats 
presented as two dimensional nutrition 
labels of realistic size but not on packages. 
All formats not tested on product comparison 
task. FDA Study 1 data used to impute 
;Iroduct comparison tierformance foiContro1 
bnd Adjective formats. Percent DVlWitb DRV 
used as uroxv for Percent DV/Without DRV 
on product comparison task. 
5. Geiger Study (Ret 72) 

h. &@SCtS:  Shopping maliintarceptl 
central hxation test, one site, shgibility 
requirements not 8 eciiled, N-243. 

c. Fomts Test 89; : 11 formats including 
versions of Control. Control/DRV. Percent 
DVlWith DRV, F&nt DVlWithout DRV and 
versions with adjectives, bar graphs and 
various combination8 of these design 
feature8. 

d. Dependeltt~wr~: (a) Reading 
accurady; (21 number-of-serving type 
questions; (3) perceived usefulne$s of various 
formats based on a conjoint measurmnent 
pr&edyr+equlvalent to preihrence for large 
choice set. 

e. Asse8sment!comments: All formats 
executed on same product. Learning effects 
acrossm 
format e ks 

ted measures mayconfound 
ts on performance measures-the 

same intormation is available on all formats. 
Correct atmwer8 to number-of-serving type 
questions am not clearly defined. 
6. Byrd-Bredhenner (Ref. 73) 
s;i~~~~~nx&l~;~res within 

b. Subjects: Supermarket intercept, 15 sites 
in same geographic area, food shoppers t8+, 
age and education quota controls, health and 
nutrition-related workers excluded, N=309. 

c. Formats tested: seven formats including 
versions of Percent DV. Adiective. DRV 
Listing and Control in vat&us combinations. 

.d. Key dependent measures: (1) Hybrid 
scale con8isting of number-of-serving type 
questions and pmdvct cmnplivison questions: 
(2) scale cons* of product comparison 
questiort8; (3) preference ratings of most 
helpfullleas~ helpful with stated reasons. 

e. A8sessmentlcomnmnts: Products 
confounded with,formats. Order of format 
presentation partially confounded with 
amount of infbnnation in format. 
7. Burton (Ref. 75) 

a. Designr Between subjects, 4(formats) X 
J(reference values: none/daily/meal) X 
2(high/low nutrient values). 

b. Subjects: Recruited for a university 
sponsored project by letter, cross-section of 
adults, n=500. 

c. Formats tested: Versions of Control, 
Adjective and Percent DV with and without 
different versions of a DRV listing. 

d. Key dependent measures: (1) Product 
ratings: bad-good, not nutritious/very 
nutritious. purchase intentions; (2) number-, 
or-serving type measure; (3) rank ordering of 
formats on quantity and quality of 
information. 

e. Assessment/comments: Well controlled 
study. 
B. Survey Studies Submitted 

1. AHA Quantitative Study (Raf. 87) 
a. Design: Centrac location test, details 

unspecified. 
b: Subjects: N=405 
c. Relevant format topics: Frequency of 

reading back of food labels, magnitude 
estimation of amount of fat in product, 
awareness of calorie base for fat, knowledge 

d. Assessment/comments: Most of the 

of how to adjust Fat DRV if person eats less 

survey isdevoted to issues r&ted to use of 

than 2,350, likelihood of using information 
on food label to help reduce fat intake. 

the word “healthy” on food labels. 

2. CSPI Study (Ref. 95). 
a. Design: National probaMlRy sample of 

telephone household8. 
b. SUbjicter Nt2,OQ6 adul&s.‘a&gned to 

one of eight venrions of magnitude estimation 
question. 

c. Relevant format topics: Magnitude 
estimation of fbtarnounts in product. 

d, As8essment/oornmen,t% Pat 1s the only 
nutrient cohsldere& 
3. American Meat lns%itutetRoper Study (Ref. 
961 

a. Design: Multistage, stratffled national 
pmbahility.sample of households, in home 
interviews. 

b. Subiects: N=Z.OW, males who shared 
food shopping rettponsibility equally with 
other oeode in fhe household were selected 
when’pos&le&herw&re tiny f&d shopper 
available ‘from household was selected. 

c. Relevant fhrmat topics: Attihdes and 
behavior regarding food labels, 
understanding of “RDA” and “DRV.” - 

d. Assessment/comments: A 
comprehensive survey on food labeling 
issues. 
4. Kellogg Study (Ref. 97) 

a. Design: Nota probability sample, 
subjects call toll-free number for dome 
product-specific reason. 

b. Subjects: N=272, unknown 
characteristics. 

c. Releva& format top&i: Un&rstanding of 
DRV. kntilttd#$af%row tr$adjt&t‘D@V fbr 
varying calorie needs, rated he?pf&ess+of 
DRV lnformtQlon. 

d. Assessment/comments: Sample 
characteri8tl88nre unknown. . 
5. GMA/NFPA industry Study (Ref. 71) 

a. Design: Central location test (see 
description above). Questions that were 
asked before subiects saw anv food label 
formats or questions that did-not involve use 
of formats are considered survey questions. 

b. Subjects: See description above. 
c. Relevant format topics: Frequency of 

reading food labels, frequency of various uses 
of food label information, und,erstanding of 
DRV concept. 

d. Assessment/comments: Large sample, 
detailed questions about possible label uses, 
DRV questions are asked after respondents 
have been exposed to particularfood label 
formats, subjects exposed to Control format 
are not asked DRV questions, only 4,790 
responderits are asked the DRV questions. 
i. National Consumer8 League (Ref. 98) 

a. Design: National probability sample of 
telephone households. 

b. Subjects: N=1.139,1.007 who read 
nutrition labels at least sometimes completec 
full auestionnaire. 

c. Relevant format topics: Frequency of 
readinn food labels. rea8ons for readinn food 
labels.- i 

d. Assessment/comments: Most of the 
survey is devoted to issues related to use of 
the word “healthy” on food labels. 
C. Focus Group Studies Submitted 

1. FDA Study J (Ref. 85). 
2 FDA Study:$fRef. 861 
3. Geiger (Ref. 72). 
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4. AHA Study 1 (Ref. 67). 
5. AHA Study 2 (Ref. 87). 

D. hfonnal Pn?f8r8nce Polls 
1. &SC0 New&& (Ref. 88). 
2. h%dliIlRtOIl Post (Ref. 691. 
3. Nutritio% Action Ikwsbtter (Ref. 90). 
4. USA To&y @at 91). 
5. Daily fferald t&f. 92). 
6. Atlanta Cotistitptio~ (Ref. 92). 
7. New Yolk rNmas @tel. 94). 
The studies vary greatly in the issues 

addressed, methodology, sempbng, 
types of nutrition formats studied. types 
of eva!uat@ me&nes used to assess 
formats, ahd dw af control used in s 
the research. Many of the consumer 
studies submitted or referenced An 
comments about nutrition label formats 
were based, on recently conducted 
research studies and on interpretations 
that had not yet appeared in the 
scientific literature. 

FDA considers the findings of 
research studies submitted in comments 
to constitute an important separate class 
of comments for purposes of evaluating 
various nutrition label formats. Research 
findings based on s&fie measures 
need to be considered a8 distinct from 
concluaisnebesed on combining 1 
5ndlngseerosssevereldifferent 
measures. Reeearoh5ndings alao need 
to be rxnrsi&red in the oontext of a body 
of sinrilar reseer& toevaluate 
consisten 

7 
in the pattern of effects 

across stu ies (e.g., reliability) and 
consistency in the identification of 
important controlling factors (e.g., 
validity). Comments offering 
conclusions based on research findings 
are discus& klow in’ the relevent 
sections. in this section, the research 
findings themselves are discussed in 
terms of methodobgies used. types of 
evaluation measures, consistency of 
effects across studies, the strength of 
effects, and implicetions for the design 
of the nutrition label format. The agency 
believes that to clarify its reasons for 
decisions about thenutrition label 
format that reiy.on research findinga, it 
is necessaryto articulate its 
understanding of the relevance, 
reliabiRty, end releti~ significance of 
the various research findings. 

To facilitate discussion of research 
findings, FDA considers it useful toI 
distinguish among three primary types 
of evaluation measures used to assess 
nutrition label formats: Performancl3 
measures based on label use tasks, 
consumer preference judgments of 
various formats, and questions about 
consumer understanding of selected 
elements of possib?e nutrition labels, 
such as Daily Values (I$] (called in 
the format proposat DRV’s): Rach type. of 
evaluation measure has a different 

relevance to the selection of an 
improved format for the nutrition label. 
2. Performance Measures Based on 
Specific Label Use Tasks 

As a rule, different tasks and 
performence measures have been used 
to evaluate how welt a format meets the 
different primary performance 
objectives specified in the 1990 
amendments. These objectives as 
discussed in section V.B. of this 
document are: (1) TO enable consumers 
to readily observe the nutrition 
information, (2) to enable consumers to 
comprehend the nutrition content of the 
particular product, and (3J to,enabk 
consumers to understand tbe relative 
significance of 

P 
roduct nutrition 

information in he context of a total 
daily diet, (Objectives (1) and (2) are 
closely linked for testing purposes and 
will be frequently discussed together in 
this document). In the research 
reviewed by FDA, measures to evaluate 
formats in relation to these objectives 
have appeared only in experimental 
studies, probably because this type af 
measure requires a substantial degree of 
control over the conditiona under whi&h 
such meesurementsere teken. 

For performance measures based on 
specifia label use tasks, ,respondents are 
asked to perkmu a task using the 
information from a nutrition label. The 
task is constructed so that a 
performance measure can be defined 
(e.g., speed, accuracy, likelihood of 
giving appropriate response), indicating 
the degree to whit& the respondent can 
readily .observe and comprehend 
product label nutrition information or 
“understand its relative significance in 
the context of a total daily diet.” 

a. Pmduct conyorison tusks. The type 
of tasks most commonly used to 
evaluate formats with respect to the 
objective of enabling cohsumers to 
readily observe and comprehend 
product nutrition information were 
product comparison tasks. These tasks 
presented respondents with two or more 
product lab& simultaneously and 
asked them to engage in a relatively 
simple information search (e.g.. find 
differences between the products, 
identify which product is higher or 
lower in a certain nutrient) &here 
answers were scored correct/ incorrect 
and timed. 

164. The product comparison type of 
task was employed by the two FDA 
format studies (Refs. 69 and 70) and by 
three other studies submitted in 
comments to the format reposal (Refs. 
71, 72. and 73). One stu y (Ref. 72) 8 
simply asked respondents to read 
certain information from a product label 

and scold whether,they gave the 
correct answer. 

Performance levels on product 
c~aqqri+gp~ ttyks .wtm &h, dh most 
of these studlea finding accuracy levels 
of p79u ft!vFmt =yq@ 

‘r&q #ii&tjt +R&aon type of task 
tended tq produce tin@stent’ format 
effects. Tjile mqat ymietent Bnding, 
replicated 9n &f. etu , wea @et simple 
formats that beve cIeop~,nonredundant 
dieplays of &Gtr@t EnWmatio,n per 
serving worked best in t&is l&d of task. 
Because it has’ the leeat aniount of 
informetion,, the Grent~~ormat 
performed well on product comparison 
tasks. But several studjes (Refs. 70.72, 
end 73) found that other ways to display 
nutrient information per serving, using 
either g/srg~amounts or percent DV 
declarations, w8re equally effective 
when the format was executed with a 
clean and uncluttered appearance. 

Multip3e column nutrient information 
per serving displa s were much more 
diffcult than r sing e column displays for 
consumers touse for product 
comparisons, Several studies (Refs. 69, 
70. and 1711 found that product 
comparh3on performence dropped 
sherpty for la&&s using the -as 
paokagedles prepared” dual declaration 
form&. Both the major industry format 
study end PDA!s first experimental 
format study found that de&ring 
nutrient amounts per serving in adjacent 
columns of g/me amounts and percent 
DV led consumers to make more 
mistakes and to take longer on the 
product comparison type of task. FDA’s 
second experimental study, however, 
showed that when g/mg nutrient 
amount information was piaced 
immediately next to the nutrient name 
in an unordered array, and percents 
were placed in a column array, the 
adverse effects on product comparison 
performance disappeared. 

Most studies found that the addition 
to the label of a listing of the DV’s for 
some or all’ nutrients did not greatly 
affect the abilit 
nutrition labei or product comparison B 

of consumers to use the 

purposes. Similarly, the use of a 
highlighting or grouping scheme on the 
nutrition label neither impaired or 
improved respondents’ performance of 
product comparison tasks. 

The use of adiectives on the nutition 
label did appear to cause respondents to 
miss nutrient differences between 
products when the adjectives used to 
describe the nutrient for each product 
were the same. Several studies (Refs. 69, 
71, and 73) found that formats using 
adjectives did not ‘erform as well as 
formats without a ?ctives on product cr 
comparison tasks. 





. 

format meets t&6 critei% kptkified by 
the 1990 etne’n’dnients. 

8. ~#f&ppfes bgstrii 0~ two 0~ mm 
ty@es of&w& ,$ibis$ @a&s d&ned 
scales that cc&ined more t&n one 
typ0 of perform& me$ure, such as 
product cotipitriaon, p&t&ions and 
number-af:servf~ ‘liens. where 
possible, mA consi F ered obese scales to 
repkent only one of t.hk composite 
measures, the one they m&t resembled, 
so that they could be discussed in the 
appiopriste sections above. Such 
mkmsures were evaluated by comparing 
results w&h other measure6 fro& the 
same stud? ruJd with mea&es from 
other studms WI&h utilized similar 
elements. 

pitSmice, ihe sat 6 chokes pr&nted “p 
rftssWfIa+e 

to raqioxiden~ intluencad’tlq “3&ction 
process and thereby constitutes an 
important limitation mi fpB validity of 
this! type of nieasti. 

Prekrence measures are not of the 
same order & bel3avioral measures, 
which add&s how we!1 a @en format 
perform< in a giW¶ label use‘situaticin. 
Stated &em&s for for&s $f’Iect a 

B mspon e&s i&g&it Go+ abput what 
kind of%rniat ,&me&$ win&? best. 
J+IgnWt in thke instances is 
abstracted from any particular product 
or any partidlar label use situation. 

An extensive scientific literature 
review suggests that untested theories 
about the amotint end type of 
information that are most useful to 
consumers are sometimes wrong (Refs. 
76, 77, 78, 79, and 80). In particular, 
studies of preference for nutrition 
information haye generally shown that 
consumeis pnrfei t&e largest emount of 
information offered (Refs. 81.82, arid 
83) but perform best with kimited 

study (Ref. 74) asked -ondents to rate 
the helpfu!ness,2esse of use, and 
adequacy of i&option of $e single 
format. me other study (Ref. 71) asked 
respondents to rate ease of use and 
adequacy of ipfprmation. Neither study 
found that res ,ondents gave the highest 
ratings to ths 0-t with the most 9 
informat&on, A f&mat sikkilar to the 
cur&t ‘kkjlt “at did not include a 
listing of Dv’s for some nutrients was 



among the highest rated formats in both 
studies. t 

study, the FMEENT DV ‘f&mats were 
executed withiWtr8 rxdtlnlns of 
informs&m, so &at 8t s&g10 nutrititm 
label had as rnmfti fatrr mn%eric 

consumr pre&- iar verlotts 
nutrition label fbW&s we= \tfrry 
sensitive both to the set tSf&mafs the 
respo&nt WWW&WI to*cslnpaPe and to 
the pa&cdar ni@thtxlobgy used to 
measure pr&reWe. Mtmmver, 
preferencres did bat cJoFse@pct to 
Obj@dfiremedilamraQf~& 
perfolBU3nc8. TW la& 6f ’ 

for dedsiona about the nutrftion label 
format. 

b. Focus pup s&dies. Blssearch 
using focus group d&usai?ms about 
nut&&-m Wsl issues 8fir;itecl 
prefere&es f@r Vf&%W &Ids of format 
design elements by shawllng the grormp 
exatnples of different formais and asking 
them to discw?s thQir reactiotts. 

112. The two FDA*ocus grou 
and three other focus group stu x 

studies 
ies 

submitted aa comments on the format 
proposa1 discussed the groups’ reactions 
to various format e&mnts (Refs. 72,85, 
86, and 87). In evBry study, respondents 
indicated strongly that they w&d like 
more imrform&iarI on the nutrition label, 
particularly with respect to helping 
them understand whether given nutrient 
levels co&d be caasidered high or low. 
A listing of DV’s for ~QIW OP all 
nutrients was always among the most 
preferred additions to the nutrition 
label. mer format design features 
favorably mentioned in some OP all 01 
the focus group studies were bar graphs, 
percent DV declarations, and percent of 
calorie declaration tot macronutrients. 
other features, such as adjectives or plie 
charts, received some favorable 

ngtttts, but fewer than the above 
. 

Respandents in focus group 
discussions often stated they would like 
to me a simpler and easf@ to rtse label 
than the curhrmt nufrfti~ Gbel. One 

hS 
were seen to be haid to use. Formats 
usfng adjectfves were sometimes 
criti&ed because of suspicion about 
who diicided how and when the 
adjectives were to be used. 

FDA considers the focus group 
preferen& tilts to be con&tent with 
the p&erenceresults of.exp&imental 
studies. 

n,ewsletters &at soficit~d co&xmer 
opintons in She form af inhal poHs 
based &I examples of paii;smle nutrition 
label forma&. FDA consf&srs such 
articles to be informal preference polls 
and therefore a form of research. FDA 
recognizd Ifmfta*isnb‘on the validi 
suchd:‘~d~arehi& 
selfaeM, no M-d 

% 
of 

info&&on aboui responder&z is 
avaiia@e, r&ponses ti fnfhxenced by 
the accqartyiitg news arti&, apd 
respon@ depa& ~XX the cbofce set of 
form& giv43n.C the a&&3. FDA has 
tried to identib the actual ad&s and 
the choice sets of form&s presented to 
readm fn fnterpret$ri these comments. 

113. FDA idfmtBe cf Seven inf&mal 
pmferem pdii f&at generated 
comments ad ute f&m@ ad (Refs. 
88,89,tB, 91, 92.93.80 %“p $4 . One 
inform&l preference pull conducted by a 
consumer buying club in its newsletter 
(Ref. 88) asked consumers to rate their 
preferences toward three formats taken 
from FDA’s research formats: 
ADJECTIVE, NIGHLIGHTING, and 
GROUPING. Over 400 responses were 
received. Seventy percent of the 
re~~~3y38 fsvured the ADJECTlVE 

A n&west newspaper Ref. 921 
published examples of all seven formats 
used in FDA’s format study i! and asked 
readers to indicate which one they 
preferred, App 
were received. Ii! 

ximately 100 responses 
Ixty-five percent of the 

resgawes favored the ADJECf’WE 

A coisumer group newsletter (Ref. 90) 
published an example of a 
recommended format that included 
adjectives and a listing of DV’s for 
macronutrients and asked readers to 
respond to FDA in support of the 
recommended format. Approximately 

130 respans~~ were received in support 
of such a fo&at. 

A major east- ne&s 
published qpl& of tt 

aper. (Ref, 69) 
iir f&mats, 

FDA &nsfders the rf@ts of Informal 
opinion polls to be co@stclnt with the 
preferenctaN&s &&s&d la 
experi* .md fW groups. 
Most consu#$$% say tiy prefer the 
format w&b the ti43st information out of 
the set af F&maW they are ask8cI to. 
evaluate. f#@w&e~~ #@A is not 
convince&&t $&mats that have mare 
information a@ necessarily the formats 
that batsv meet the criteria specified in 
cmctinlrn~)l~AJ of the 1990 

4. M+mzs of cunsumer 
undersfon#n& Some of the research 
submitted or r&renced in comments to 
the nut&ion k&4 format proposal 
consisted of survey questions about 
consumer unrierstandii of various 
elements of proposed nutrition labels 
(Refs. 71,87,95,96,97, and 98). Some 
of these questia&s addressed topics such 
as whether consumers use nutrition 
labels and, if so, for what purposes. 
Other questions addressed the concept 
of a DV: how consumers understand it, 
whether they can use it, how they might 
use it, or whether they are aware of it. 
A third type of question about consumer 
use of format elements was how 
consumers assign magnitude estimates 
to nutrient levefs. 

FDA considers this kind of research 
about format elements to provide an 
important context for the decision aboui 
an improved nutrition label format. 
Although it does not directly address 
the format objectives specified by the 
1990 amendments, this research does 
provide some insight on how consumers 
understand and use the nutrition IabeL 
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a. Survey questions about coxIsumer 
use of nutd.io~~ hbds. 114. Four 
surveys submitted as comments on the 
format proposal (Refit. 71.87.96. and 
98) asked questions about how often 
respondents mad nutrition labels and 
ingredient informatibn on food 
packages, Thase studias consistently 
tound that approximately 79 to 80 
percent of consumers report that they 
read this information ahuost al ways, 
often, or sometinms. These figures are 
consistent with a number of other 
surveys (Refs. 99 and 106) that asked 
similar questions. 

In several studies submitted ,as 
comments, consumers were asked about 
specific purposes for reading nutrftion 
lab8la. One study (Ref. 713. which asked 
5,600 respondents detailed questions 
about possible fabel usea, found that the 
most common purpocws for reading 
nutrition labels wet-8: To oalcuhtte how 
high or low the product is in certain 
nutrients, to get a genera) idea d 
nutritional content. to compare different 
types of food products. and to help 
determine brand choices. The least 
common purposes for raading nutrition 
labels were to help in meal planning or 
to figure out how much of &he product 
you should eat. 

Other submitted studies reported 
results consistent with these findings. 
Specifically, one study (Ref. 96) found 
that only 7 percent of those who read 
nutrition labels did so “to help in 
planning a specific meal.” Another 
study (Ref. 87) found that 83 percent of 
respondents would be very or somewhat 
likely to usa information on the food 
label to help reduce fat intake. 

FDA considers the results of these 
questions about consumer uses of 
nutrition labels to show that consumers 
are already using nutrition labels for 

Ip 
urposes that are consist8nt with the 

ormat objectives of the 1990 
amendments. Indeed, the two most 
common types of reported uses: (1) To 
evaluate nutrition characteristi~cs of 
single products and (2) to assist in 
making choices between products, 
correspond well to the two primary 
criteria specified for formats in the 1990 
amendments. The agency believes that 
the introduction of a revised nutrition 
label and accompanying educational, 
activities will have a significant impact 
on use of the nutrition label for these 
purposes in the future. 

b. Questions about Daily Vahes. 115. 
FDA received a number of studies as 
comments on the format proposal that 
asked questions related to consumer 
understanding of the concept of DV’s. 
One study (Ref. 96) repot-tad that 22 
peI’C8llt of ~RMdanttl &d that thay 
were familiar with the tarm “Daily 

Raf8ranca Value” or “DRY compared 
with 65 percent who said they were 
familiar with the term “Recommended 
Daily Allowance” or “RDA”. Two 
studies (Refs. 87 and 97) found that only 
about half of respondents could 
correctiy identify (i.e., read from the 
label) the DRV for a specific nutrient. 

One St&y (R8f. 71) found~t 
approximately two-thirds of aI1 
respondents considered the DRV to ba 
appropriate for “everyone” or “most 
people.” The same study found that 71. 
percent of respondents considered the 
DRV to apply to them p8rsonaRy. 
However. two other studies (Rafs. 87 
and 97) found that approximately two- 
thirds of a1i respondents statad that they 
understood that a DRV Based on 2.350 
calories would be high for a person who 
ate less than a 2.350, calorie diet. 

One study (Ref. 87) showed 
respondents a label with a listing of 
DRV information and a footnote stating 
that DRV’s were bas8d on a 2,350 calorie 
di8t. It found that mom than half of ail 
respondents could not correctly answer 
a question about the number of calories 
on which the DRV was based. 

FDA considers results of questions 
about consumer use and understanding 
of DRV’s to be tentative and likely to 
change because the public’s exposure to 
the concept has been very limited, and 
educational activities to explain th8 
concept have not been undertaken. The 
experimental format research (see 
section V.D.2. of this document) did not 
find that listing the DRV’s on the 
nutrition lab81 had much effect in a 
positive or negative direction on label 
uses that requited evaluation or 
comparison of specific products, 
although it did improve calculation of 
number of servings needed to meet a 
daily requirement. None of this 
research, however, evaluated the impact 
of listing the DRV’s on the food label on 
consumers’ overall dietary management 
behavior, either alone or in conjunction 
with possible education initiatives. 

FDA concludes that in the absence of 
reliable guidance from research 
findings, it has to rely on other 
comments to evaluate the potential 
value of listing the DRV’s on the food 
label as a guide to better overall dietary 
management behavior. 

c. Magnitude estimation of specific 
nutrient amounts. 116. Two studies 
submitted as comments addmseed the 
issue of consumers’ ability to make 
correct magnitude judgments about the 
level of a nutrient when told the 
amount. One study (Ref. 87) found that 
over one-half of all respondents 
considered 13 g of fat to be a large 
amount of fat. 

A more d&&lad study (f&f. 951 a&ad 
respondants to 8atitnat8. whath8r a given 
amount of fat in a product would be 
considamd a low. medium, or high 
amount of fat..The amount of fat was 
systematically manipulated to, 
determine how respond8nts assigned 
magnitudes across a range of vahms (7. 
13,2O,and33goffat)..Attha~owast 
level (7 g of fat per serving), 
approximately 26 percent of 
1’8s 
be K 

ondenta consid8rad the product to 
igh in fat. At the highest leve1.(33 

g of fat per serving), approxtmatel 50 
perc8ut of reapond8nts considers cr the 
product to be high in fat. The same 
magnitude estimation results were 
found when the amount of fat was 
8XplBSSf)d 8% a penxrntage Of the DRV for 
fat. When amount of fat was expressed 
as a percentage of the DRV for fat, 
however, respondents were slightly less 
likely tog& a “don’t know/can’t tell” 
answer than they were when fat 
amounts were expr8ss8d in g. Also, 
respond8~ts tiere mor8 hk8ly to 

if 
ve a 

“medium” answer when the )8v of tht 
was ax tessed as 50 percent of the DRV 
instea 

8J- 
of 33 

FDA cons’ 8Ig theae tidings to show 
that consumers estimate autriant ieve 
magnitudes of fat in a reasoneble 
manner. However, th8 agency 44x1 
concludes that a temkmcy exista for 
some consumers to se8 iow fat levels as 
too high and other consumers to sea 
high fat i8vels as less than high. Man, 
research is necessary to determine 
whether these msulta might be due to 
response biases inherent in the 
particular kinds of questions being used. 
or wh8ther they twflect the diff8lBilt 
attitudes toward fat in the general 
population. FDA considers these 
findings to be consistent with the results 
of magnitude estimation nmasuras used 
in experimental studies (see section 
V.D.2. of this document). FDA is 
convinced that an important 
consideration for decisions about the 
nutrition label format is whether the 
format helps consumers make 
appropriate magnitude estimations of 
nutrient levels in the product. 
E. Criteria to Use in Judging Nut&on 
hbeling Format 

Section 2(b)(l)(A) of the 1990 
amendments specifies the re uirements 
that an appropriate nutrition pa be1 
format must meet (see Section V.C. of 
this document), but it does not specify 
how to weight these requirements with 
respect to various possible label uses or 
how to weight the various measures 
intended to evaluate alternate formats 
against the requihments. The 1900 
amendments also do not spact how to 
balance the hen8tbi of a revi 



nutrition label against the practical 
limitation6 of small pa&age sizes and 
the interests of many consumers, 
particularly older and less educated 
consumers, to have a highly legible 
label. In the format propod, FTIA 
requested comment on the criteria to 
use in judging nutrition label fotiats. 

117. Most comments stron ly 
supported the view express 3. in the 
;n~;;pr 

aI 
osal t+t a simple, 
nut&on label is highly 

desirable. Comments from consumer 
groups and,health pmfessional 
organizations-emphasized the benefits 
of a simple and ticluttted label for 
older and less educeted consumers. 
Comments from food manufacturers and 
indu&y essocititi~lrs emphasized in 
addition that a simple, m&uttered 
format would allow greater flexibility to 
accommodate packaging constraints:. 
Consumer research conducted by 
industry and by FDA demonstrated that 
simpler, less cluttered label formats 
help consumers to make comparisons 
between pmducts. 

FDA is c&zinced by the research 
results and these comments that a 
simple and uncluttgred tirmat is the 
best way for informetion on the 
nutrition l&el,tohe ‘“reMli~y &served 
and compr@henW.” as e&led for by the 
1000 amendments. Accordingly, FDA is 
taking the steps discussed below to 
mini*ize the amount of Enformation 
and the number & columns used on the 
nutrition label, 

118. A number of comments from 
food manufacturers, consumer groups 
and health professional groups calleld 
for consistent label formats for both 
FDA and USDA regulated food 
products. The comments identified 
many benefits of having a uniform 
format for all food products inc1udin.g: 
(1) Making it easier for consumers to 
compare differedt kinds of products, (2) 
making it ea&ier for consumers to 
become familiar with, and to learn how 
to use, the n&v labels, and (3) reducing 
the likelihood of consumer confusion 
because of apparent inconsistencies 
between different food labels. 

FDA agrees that consistency between 
FDA and USDA regulated food labels 
should be an important consideration in 
decisions about the nutrition label 
format. 

119. A number of comments from 
food manufacturers, consumer groups, 
and health professional groups argued 
that decisions about the nutrition label 
format should be informed by consumer 
testing, and that the agency should not 
propose formats that have not been 
tested. For the most part, these 
comments were directed at three label 
formats included in the formet proposal 

that presented more elaborate listings oi 
DRV’e and more extensive educational 
footnotes than any of the formats 
included in FDA’s previous nutrition 
label format research. 

The agency agrees with the comments 
that emphasized the importance of 
consumer research in informing 
decisions about the nutrition label 
format. However, tl& agi~ncy is s&Bed 
that most ofthe format eletients that 
have been suggested for a revised 
nutrition label format have been 
suffidently tested to permit research- 
based conclusions about their effects on 
consumer comprehension and label use 
behavior. The agency’s viev is that 
format elements that were less well 
tested, such as those suggested by the 
three formats described above, do not 
introduce sufficiently novel elements to 
the nutrition label to require 
independent testing. Information about 
the performance characteristics of more 
cluttered labels. listings of DV’s, and 
elaborate footnotes is already available 
hrorn extant research and can be 
extrapolated to estimate the 
performance characteristics of these 
particular formats as well. 

$20. The agency received a number of 
commentqabout the relative importance 
that should be assigned to product 
comparison versus,dJetary judgment 
measures of format performance in 
making decisions about nutrition label 
format. Many comments, primarily from 
food manufacturers and trade 
associations, argued that enabling 
consumers to corn are the nutritional 
characteristics of ood products is the P 
fundamental use for the nutrition lab&l 
and concluded that label formats should 
be evalyated mainly on this basis. Other 
comments, rimarily from consumer 
groups and R ealth professional 
organizations, gave more emphasis to 
the importance of the food label for 
helping consumers to make dietary 
judgments about the nutritional value of 
the food product that involve placing 
the product in the context of a total 
daily diet. These comments concluded 
that decisions about a nutrition label 
format need to take account of both 
product comparison measures and 
dietary judgment measures. The 
research on the reported frequency of 
different kinds of nutrition label uses 
showed that comparing products and 
assessing nutritional value are the two 
most important consumer uses of the 
nutrition label and are considered about 
equally important b consumers. 

FDA is convince 2 by the research and 
by these comments that decisions about 
a nutrition label format should consider 
both types of label uses and evaluation 
measures rather than only one. Use of 

the nutrition label to compare products 
is dependent on the consumer’s ability 
to comprehend the nutrition 
information, and use of the nutrition 
label to assess nutritional value is 
dependent on the consumer’s ability 
both to comprehend the information 
and to understernd Tts si@@cence in the 
context of tk t~~,~~~ &$t~ 
Accordl”rigl”jt, FD& &a& &i%tieied the&e 
primarynutrition label Us& in malting 
decisions about the nutrition label 
format. 

121. One comment fmm a health 
professiona,) argued thrit consumer 
preferences for nutrition lab&l formats 
should be considered es important as 
the ability of a format to achieve the 
format objectives spedified i& the 1990 
amendments bmause a format that is 
more preferred will be more likely to be 
used by consumers. 

FDA is not aware of any data that 
support the assertion that a more 
preferred label format will be more 
likely to be read. The agency’s view is 
that people read the nutrition label 
because they are interested in what it 
says, not because they have an impulse 
to read the label based on its 
appearance. Actual ease ofuse, thet is, 
the ease with which a con;sumer can 
extract needed itiform&Wn frotn the 
nutrition label, rather&in preference 
for a format, is likely to influence the 
piobability of reading a nutrition label, 
The consumer research ;pKo\nrs &at 
consumer prefemce fur&f&rent label 
formats is, if anything, negatively 
related to actual ease of use (see sections 
V.D.2. and y-D-3. of this document). 
Therefore, FDA does not agree that 
preference should be considered as 
important as performance criteria for 
decisions about nutrition labei formats. 

122. One comment from a consumer 
organization argued that label uses 
should be weighted according to the 
likelihood that consumers engage in 
such uses. The comment recommended 
that less importance be given to label 
uses that assume that consumers will 
add up their daily totals of fat, saturated 
fat, or other nutrients because relatively 
few consumers are likely to engage in 
such difficult and burdensome 
monitoring. The comment suggested 
that many more people are interested in 
making qualitative judgments about 
individual foods, such as “is this food 
high or low in fat?” and recommended 
that dietary judgment measures 
assessing this aspect of label use be 
given the most weight in decisions 
about the nutrition label f&at. 

Consistent with the comment, the 
consumer research did not show 
quantitative monitoring of dietary intake 
to be a common label use behavior. 



However, it also did not show that 
making qualitative judgmenta about a 
food is the only important use of the 
nutrition label (see comment 114 of this 
document). FDA is convinced by the 
research that heaping oonaumers to 
make qualitative judgments should be 
an important, but not mwmi&q, 
consideration in m ’ adecision 

%a about the nutrition format. Other 
evidence shows that coneumers tree the 
nutrition label to compare products and 
to aas8ss a product’s nutritional value. 
Accordingly, FDA has consid8red 
facilitating queiitative judgments as one 
of the dietary judgment factors 
important for evaluating the various 
proposed formate. 
F. FDA’s Tentative view 

In the format proposal, FDA presented 
its tentative conciuaions ebout the 
elements that it will include in the final 
nutrition format and raqueated 
comments about them. The agency 
listed the following four elements as ’ 
those that were itkeely to be inciud8d in 
the final nutrition format: 

(1) The information must be presented 
in a mann8r that is simple and 
minimizes clutter. 

(2) The information must be presented 
in tabular fashion, although perhaps 
enhanced by other graphic devices to 
provide mpid access to, and greater 
visibility of, key nutrition information. 

(3) The nutrition information display 
must include either a listing of the 
quantitative amount of each nutrient, in 
absolute terms (e.g., g), or a listing of the 
amount as a perc8nt of the propoe8d RDX 
or DRV, or both. 

(4) Nutrient information must be ’ 
e linked to the dietary guidance that is 

considered important to public health. 
123. Comments mentioning the first 

three elements were unanimousl,y 
supportive. Comments mentioning the 
fourth element w8m generally 
supportive, aithough a number of 
comments argued either that the 
nutrition label cannot or should not be 
the primary vehicle for providing 
general dietary recommendationa. or 
that educational materials should not 
appear on the food label at all. 

The agency disagrees with statements 
that the nutrition label should not play 
a role in educating consumers. FDA is 
convinced that the nutrition label is an 
important source of basic information 
for consumers, and that the 1990 
amendments require that th8 label 
facilitate consumer education. The 
agency’s view of the educational role of 
the nutrition label is elaborated in 
section V.B. of this document. 

Ho-wemr, the ency dwrs agme that 
the nutrition labe cannot be the P 

primary. vehicle tar providing germal 
dietary recommendations. Accordingly, 
as discussed later in this docum~t, 
FDA, USDA, health prof-ional 
orjynhtions, and tb8 food industry am 
developing a compreheneive consumer 
education program that will 8aae the 
transition to ti ravfeed nut&ii Mel 
and help consumers to use the iabel to 
make w&i-informed diatary ch&8s. 

f%A DOi& out that under the act. the 
uiminent that nutrition information “t be nkad to dietary recommendationa 

need not raquira pres8ntation of dietary 
guidance on the label. T%e House report 
that accompani8d th8 1990 amendments 
statea,.“While the bill does not mandate 
any particular approach, it doea require 
the S8cretary to specify requir8menta 
that wou&mrmit the consumer to 
under&and the nutrition information 
pertaining to a particular food in 
relation to recommended dietary 
information” (Ref. 161. The declaration 
of nutrient amounts as percent,DV 
provides such information. For the 
nutrient in the food for which a DV has 
been established, the percent DV 
advises the consumer how much of the 
recommended intake of that nutrient is 
provided by tbe food. Seen in this way, 
a requirement that nutrition information 
be linked todietary idanoe la sa 
greater role in dascrigng the tAthan 
in presenting educational material. - 
G. The Form& and Format Ehnents 

FDA rec8ived approximately 1.000 
responses to the format proposal and to 
a public meeting, notice of which was 
given in the Fed@ Rqister of July 23, 
1992. Rmponees were received from 
consumers, hsahh professionals, trade 
and retail associations. State and local 
governments, foreign governments, 
prufee&mal societies, consumer 
advocacy organizations, industry, and 
universities. Many of th8 comments 
selectively responded to issues of 
particular concern to the individual or 
organization commenting, but a large 
numbsr included a reference to the 
specific formats favored or opposed. 
1. Titles and Terminology 

a. Title for the nutfition label. 124, A 
number of comments addressed the 
issue of the title for the nutrition label. 
The majority of comments supported 
retaining the current label heading 
“Nutrition Information per Serving.” 
Comments suggested that consumers are 
familiar with this headine. and that the 
title is descriptive of the &formation 
that follows. One comment opposed the 
introduction of any new title because 
new terms are confusing. Another 
comment expressed conc8rn that n6w 
t&s have not been proposed or tested. 

Otb-8Ugg6St6dSUChtCl~S 
as “Nutrition fnftumation,” “Nutrient 
Informatton,” and “Nutrient Facts.” 

FDA acknowhxkgee that the current 
title is descriptive and familiar to 

nutrition label. This more euccinct term 
aleo allows the title of the nutrition 
labeltouaealarg8rtyp8ibc8inthesam8 
space so th8t the nut1S011 iabe! will be 
more readily noticed, and thus, mora 
readily observed by consumers. 
Accordingly; in Q %91.81d), the agency is 
requiring that the term ‘INutrition 
Facts” instead of ‘1uutrition Information 

r 
r senring,” he presented as the 

eading of the nutrition infixmatfon. 
b. Terminologyfor sulxompnenzs of 

nutrients. In its format propnsai (57 FR 
32070 at 32071),FDA solicited 
comment on c8rtein format elements not 
addntssed by rwmarch studies. The 
agency mqwated comment on *bat 
terminology ar@ graphic ebiments 
would moet’8ffectiv8iy di&guish 
subcomponents of nutrients from the 
declaration of ths total amount of the 
nutrient and improv8 their visibility in 
the nutrition label dia 

f 
lay. 

i. Subcomponents o f&t and of 
carbohydrat8.125. The mejority of 
comments supported theus of the 
terms “total fat” and “total 
carbohydrate.” Many comm8nts 
suggested using indentation of 
s&corn 

1 
onente aa a graphic means to 

further iatinguiah s&components 
because it is a commonly used 
technique tbat would be easily 
understood by moat consumers. A mew 
comments suggested holding and 
high5 

Bh 
ting of the broader classi5cehon 

to furt er distinguish S&components of 
fat and carbohydrate. Other comments 
suggested using such terms as 
“includes,” “including,” “of which,” 
and “which includes” before the 
subcomponent to 5uther establish that 
the subcomponent is a part of a broader 
classification. 

%XtiOII 403(q)(l) Of th8 act Sp8&kS 
that nutrition labeling shall include 
information on several nutrients, 
including total fat and total 
carbohydrates. In order to be consistent 
with the terminology used in th8 1990 
amendments, the supplementary 
proposal (56 FR 60366 at 60367 and 
60386) included provision for listing 
“total fat” and “total carbohydrate” as 
mandatory el8ment.9 of the nutrition 
label, Given the statutory derivation of 



this terminology, the support for Its use 
in the commente, the fact thet the 
terminology reflects the broad category 
of nutrient, and the WC of opposition 
to the use of this terminology, the 
agency is retaintng the revisions for 
the declaration of total 88 t and total 
carbohydrate based in f lOl.Q(c~(Z) and 
(c)(e) and, by rsftmrnce, in QrQMd)(r). 

The agency agreee that indentation of 
subcomponents along with the use of 
the term “to&Y’ before the major 
clas5ification provides effecttve means 
of establishing sepemte and 
recognizable suhcornponent et&us The 
agency is not providing for the use of 
terms such as %duding” and “of 
which.” White these terms may add 
clarity, they will also introduce 
additional words to the label, 
contributing to label clutter. The agency 
is persuaded by the comments that the 
use of indentation of subcomponents is 
sufficient to clearly distinguish the 
subcomponents of total fat and total 
carbohydrate because it is a commonly 
used and well undemtood graphic 
device. Therefore+ the agency is 
re uiring the indentetion of saturated, 

I po yunsaturated, and monounseturated 
fatty acide in $161.6(c)(2)(i) through 
fC)(2)(iii)i rwpeatively,~tid the 
indent&ion of diet 
sugar alcohob and o 

fiber, sugars, 
% r carbohydrates 

in § 101.9(c)(6)(t) through (c)(6)(iv), 
respectfvely, when euchsmtrients are 
declared. In ad&ion, as explained in 
section V.H.1. of this preamble, the 
broader classifications must be 
highlighted by boldface print as 
provided in ~16l.Q(d)[l)(iv). 

ii. Calories and calories from fat. 126. 
The plurality of comments supported 
using the term “total” preceding or 
following “calories” to denote that :it 
includes the calories from fat (i.e., “total 
calories” or “calorte5, total”). Some 
comment5 suggested that a petential for 
confusion exists~because “calories from 
fat” must be declared on the nutrition 
label, and consumers may be unaware 
that they are inchtded in the larger 
category “caloiies.” These comments 
expressed concern that consumers 
would mistakenly add calories from fat 
to the larger classification declared 
simply as “calories.” Additionally, 
several comments suggested indenting 
“calories from fat” to further distinguish 
it from “total calories.” 

The agency is persuaded by the 
comments that the term “total” 
preceding or following “calories” will 
better enable consumers to understand 
that it is the larger classification of 
which the subcategory “celories from 
fat” is a part, The agency notes that it 
is requiring the term “total” for the 
other larger clasipffications, total fat and 

total carbohydrate. A l&t4 that has the 
term “total” prec&ng two ofthe three 
larger classification5 may have the 
potential to conftrsa consumers with 
regard to the third. However, the agency 
also notes that the term “calorie5” ha5 
fewer words, end therefore requires less 

F&h 
s cs and minimizes clutter; 

ermm, Qonam iwve heat4 
seeing the term “celories” on labels to 
designate total calories. andi unlike the 
other nutrient subcemponents, the 
subcomponent “caloi-ies from fat” 
dwignstes subcomponent s&&m by it5 
struoture.Therefore,in 3 101.9(~)(l), 
FDA is pruviding far the use of the 
terms “total calories:” “calories, total;” 
or “calories.” ln addition, in 
5 lOt.Q(c)(lMU), the.agencyIs requiring 
that the subcategory “‘calories from fat” 
be indented for consistency with other 
nutrient subcomponents when it is 
listed in a column under the total 
calorie information. 

c. Terminology 
Value. In its man f 

or Doily Reference 
atory nutrition 

labeling proposal (66 FR 29467) FDA 
asked for comments concerning an 
appropriate single new term to be used 
to refer to all the ret&ence values in the 
nutrition label. On its own, FDA arrived 
at “Daily Value(DV$” as a poseibility for 
use as this single term. FDA used this 
term in the research that it conducted 
on formats. Most consumers correctly 
interpreted the general meaning of the 
term. However, during probing in focus 
group discussions conducted by the 
agency, severalconsumers commented 
that the word “value” may connote 
something of worth and su&gested thet 
another term might be appropriate for 
food labeling purposes. In its 
supplementary proposal published 
November 27.1991(56FR60366 at 
60371) the agency reiterated its request 
for comment on, and suggestions for, 
appropriate terminology to be used to 
refer to the entire set of reference values. 

127. A number of comments 
responded to the issue of terminology 
for a single term to denote all label 
reference values. Two comments stated 
that the word “value” may give the 
impression that these level5 are oals to 
be achieved rather than points 7 0 
reference. A wide range of alternative 
terms were offered, including “Human 
Ihitydr;teded, ” “Recommended Daily 

” “Reference Value.” “Daily 
Amount,” “Reference Daily Intake,” and 
“Recommended Daily Intake.” 
However, no general agreement emerged 
from the comments, and no research 
data were submitted in support of 
suggested alternatives for the term 
“Daily Value.” 

One comment stated that the term 
“reference” ha5 little meaning for most 

consumers, while a few others said that 
the use of the,tersn prechldes persons 
assuming thet the value is a goal. 
Another comment stated that the term 
“standard” avoids the confusion of 
having ta differentiate between 
minimum.~d~tnaximum intakes. One 
comment s a!sted,tht &e term “U.S. 
RDA” be r&s R& %w&&& a!1 label Y . 
reference values. Many,other comments 
requested retentfen of the US, RDA’s; 
however, those commeute a 
be referring to retention of t! 

Reared to 
e current 

numericalvalues for the U.S. RDA, not 
the terminology to be used on thelabel. 

FDA disagreesthatthe term “US. 
RDA” should be retained. The term was 
developed in 1972 when label reference 
values for all nutrients listed on the 
label were derived from the 
Recommended Dietary Allowances (Ref. 
23). The termwas developed to suggest 
the link between the Recommended 
Dietary Allowance end the.label 
reference values developed by the 
agency. However, the reference values 
for a number of the nutrients that are to 
be included in the ,nutrition label, under 
the final rule on DRV’s and RDI’s, 
pubhshed elsewhere in this issue of the 
Federal Register, are not hesed on a 
RecommendedD&tery Allawance value 
because the~Natione&&edemy of 
Sciences has not established 
Recommended Dietary Allowances for 
these nutrients; It therefore would be 
inaccurate and misleading to retain the 
term “U.S. RDA.” 

FurtherJhe agency believes that 
terms that use the words 
“recommended,” ” uirement,” or 
“need” would be mis eading to “r 
consumers and would complicate . 
nutrition education efforts. Some of the 
reference values that FDA is adopting t aw 
are intended to guide consumers 
relative to maximum intakes (for 
example, saturated fat), while others are 
intended to serve as a basis for planning 
general diets to meet nutrient 
requirements (for example, vttamin C) 
or as minimum intakes (for example, 
potassium). It would be incorrect to 
imply that FDA “recommends” that 
consumers conaume the maximum 
intake level for total fats, or that such 
levels are “required” or “needed.” Also, 
FDA cannot agree that the term 
“standard” is appropriate. While the 
comment argued that this term does not 
suggest a minimum or a maximum, the ,* 
agency believes that it commonly 
implies a level to be achieved or 
surpassed, and for which itis 
undesirable to fall below. Thus, it may 
connote a minimum level for many 
consumers. 

Moreover, the term “daily intake” 
suggests a requirement or prascriptive 



need for in&id&s, rather+ than a 
generaf refbrencepuint. FWthermore, 
the agency ia conaerr%edthat if the term 
were used, it c&d bb~orirci~a source of 
confusion in inform&ton and 
educational materials on nutrition 
betmse “d&y inteke’f &IF rmtfients is 
used to rn$wbm#@sxt tie ltgzlrk 
levels, ratfi~IlW ~%r@n3&+ LIE es 
based on dietary r~~inmsndet~~. For 
example, the current da%& ii&W&fat 
is estimated43 beS?&$&BWybased on 
food consurn 

8 
tion stWeye. Bowever, 

the agency&r RV f&m far: Is 65 8 for a 
Z.OOO celotie diet and is based ,orl 
dietary @i&&me, 

After re@iew@g the comments 
careful&, th&v~mry 43&rl@hm4hat-it is 
appropriate tor&& 4l%proposCrdterm 
“Daily Vatue.“~~.raa;s~b,B9sgkewn 
that the,term Is gener&y’undar$tuod by 
consumers as a point of refewrpce, and 
no appropriate or wdl~s&pp&ted 
altemativea,rft8v8,treen-~~~ to the 
agency. FDA aokno&edg+%that two 
comments au f&3 that the word, 
“value” may dkawfY$a g&al. 
Howeve nb data ‘were submittti to 
support this at&@tion, and no ~srfier . 
commfnlts‘o~ti t$&h*b*QB~** 
grounds. l9r&&we,,Jil;A. $&t&~~‘Daiky 
Value” as thW&q#i Wm to PeWto all 
reference v&tee oWh6 nuWRi4q #abe1 
and is provi&ng for its in&r&n hi 

agency points out&&.the’D&y, Values 
are a specific, raguletodiy estabhahed 
set of reference values that have been 
derived based on diet,q,,guidance and,. 
for certain nutrients, on the a&umption 
of a 2 BOO c&&e per &y&t (see the 
document @n&IX& and DRV’s 
published ehmwhere in this issue of the 
Federal ib&stmj.‘m)& rehghie~~tha’t 
alternate,deifg C&Y& reqt$e~ts 
(e.g., 2,5&l oahni& pr,+&fternate 
recommended values-for tlrose nutrients 
with dietary recommendations that are 
based on calorie’requ$ements~ and that 
these alternate values qran.be considered 
“daily vajues” for pe@le consuming the 
given calorie Ieve!. H&ever, the 
recommended values for varfnustaforie 
intake levels other th&r rt;Wji~&I@ries 
per day.shouM not 6ir confused with the 
Daily VdtWj s 
FDA is estabiis E 

ffi~~lly tl@ DRV’s that 
” g by qgulati@ (see 

§ lOl.Q(cl,(.7)(fiil) and thaiat ar&r&fer,enced 
in several of the regulations th& FDA fs 
adopting today (see, e.g., S 101.13). 
2. PERCRNT DV Format 

The majority of cumments that 
~~ppted the~~~t3RdT Dv or 
PER&NT DV with DRV format were 
from consumer groups, and health 
promotto& oq+niz&ms~ although 
several iadustiy and other types of 

organil;e‘tions &h?O SqqWted ti8 
proposed format. TheIri& 
comments t&at tc 

r&y of 
” 

l!zr DV format were 
d, ;ePRRCRNT 

B 

inte** 
128. The qm’cq aqipm3t go& in 

support &he f!S$RNT DV format was 

Ass*iop #%vM@HA) in&& 
study (RaC ~li),and that consuln*ers do 
not understand 

FDA has &I@ r ‘Ry a%idered the’ 
arguments regarding .percent diapla 8 
but findsno;%& nut&~ conch& x at 
consutners‘wi~t be able to~use PRmT 
DV de&ratio&s more eff&tfvcrfy t&in 
they wtmkl any &er ~f&mnt :tefb& Tb8 
ccmsuh8r rema& (seesection V.D2. of 
this &bctnq&~t) sup~o$th the assertion 
that the PRRClW DV format, with or 
without a fist& :of the seven 
macronutrient refemnce DV%, improves 
consumers’ abilitiesto r&e correct 
dietary judgments about a foad in the 
context of a total daily diet. This result 
was replicated in thma separate studfes 
(Refs. 70,71, and 74, two pf thti 
i~dG&y+pon~red,and,on~ree 
different dietary judgment tasks! judging 
the coirectn@ss of nutrient &ims about 
the product, identifyin 
the product that neede % 

the nutrients in 
ta be 

counterbalanced by changes in the daily 
diet, and judging how mu& to eat of the 
given food if you want to W.hme intake 
of certain nutrients. In one industry- 
sponsored study (Ref. 711, the PJ&CRNT 
DV format hefped consumers judge how 
much to eat of a given food despite the’ 
fact that PERCRNT DV formets v@ere 
executed W&I extts columns of nutrient 
inforrriation per serving.. 

this manner, nqd-@f&r@n~~as. found ’ 

section V.D.g.’ c&his &ioumeirt). 
considers the plzi&m@t of g#mg 

FDA 

amauntri itI’&& tWr&red array next to 
nutrient n&n@3 td! he a necessary feature 
of th# $4WSMi%V for&t because it 

each other. A iow value onthe list is 
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of saturated fat may be a0rue’,’ h&h 
value and 115 nag of sodium may be a 
“true” low value, but few consumers see 
the number 5%~ high ad the number 
I 15 as low according to FDA research. 
Percent DV declarations help consumers 
because they ovemome the problems 
associated with de&ring nutrients in 
noneq\rivaient units (see comment 106 
of this document). 

Cmm/miiiiemm f&mats with a list of 
Dv’s ‘ve conkmers the numbers they 
woul B need to calculate percentages and 
thus to transform the amounts to 
equivalent numbers. However, research, 
including FDA’s format research, has 
consistently shown that most consumers 
are unwillin or unable to.transform 
data provi dE!l on labels (R&s. 70 and 
101). Available evidence shows that 
provhiing consumem with raw data is 
not effective. Providing them with data 
in the form needed to ‘make judgments, 
e.g., in consistent permmteges,.is 
effective. 

Consumers have been seeing vitamin 
and mineral levels expressed as percent 
of U.S. RDA on food products far about 
20 years. Few know what the U.S. 
RDA’s are for specific nutrients or even 
know what units the U.S. RDA’s are in. 
No tqpmwn~ hivvavh raised that 
percents in this ware difficult to 
use or hard to understand. The 
presentation of macronutrient data in 
percents is a logfr& extension of the 
system thet consumemheve been using 
with ap 

‘)” 
nt suamm for years. - 

There ore. FDA is redrinn in 
5 ioi.s(d)(2j(iil thet n&to< 
information per serving be declared as 
nercent of the DV in the ~rimam 

~olumnsr displ on the>utrfti*ti label. 
129. k4anv of %e industrv sunnorters 

of the PER&NT DV for&&d the 
relatively small space requirement6 for 
the format, particularly if the DV listing 
is not required. 

FDA.apes that the PERCENT DV 
format without a DV hsting requires 
little additional space relative to the 
CONTROL format. A strength of the 
PRRCRNT DV t&mat not shared by any 
other format except ADJECTIVE is that 
consumers can use it 
most label use tasks wi T 

lly well for 
or without the 

reference DV listing. For this reason, the 
agency is not requiring that the 
reference DV listbe displayed as such. 
R&her, it is displayer! es ert. of an 
example of recommend 88 nutrient 
amounts for different calorie fntaket 
levels, and themmsul pkaammt is not 
beside the Percent DV information but 
teneath it. 

. _- -- *--- - --- -. 

respectively), fn contrast, Gels 
declaring amounts of rmtrients only in 
g/mg units mquire consumers to 
compare the referents DV list with the 
amount declarations in order to make 
dietary judgments. Thus, for such labels, 
the preeentation of the reference DV list 
adjacent ta the declaration of amounts is 
n formostbth%luaebealu, 

gly, f lOGi(dI(9) provides 
that daily values for 2,000 and 2,500 
calorie diets he placed in columns 
beneath the vitamin and mineral 
information. However, if space is not 
adequate beneath the vitamin and 
mineral information, f lOl.9(d)(ll) 
provides that the calorie=specific daily 
value information may be placed to the 
ri ht of the Percent DV information. In 
a % dition, $lO1.9(fh51 allows the calorie 
specific daily value informetion to be 
omitted from labels of products that 
qualify for the simplified format, and 
f 101.9(j](l3)(ii)(C) allows it to be 
omitted from packages with 40 or less 
square inches of label suiface available 
to be&r labeling. 

130. A number of comments argued 
against the PERCRblT. DV kmmrt 
because of poor lagibility of the basic 
format, They argued that legibility will 
be lower becausethe ahsolute amount 
declamtfons are hidden and are likely to 
be hard for ~nsumers to find and 
because two numbers are required for 
each nutrient. 

FDA disagrees that the basic format 
has poor legibility. The agency’s 
research showed that ~cBnsumers are 
easily able to usethe PERCENT DV 
format displayed with amounts by 
weight in parentheses next to the 
nutrient name (see Bection V.D.2. of this 
document). Most consumers will not 
need to use the amounts by weight. The 
format prominendy and clearly displays 
the one piece of nutrient information 
that will be most easily used and 
understood by the general population. 
The amounts by weight are provided for 
consumers who find it easier to use 
them, such as individuals who manage 

- their diets using g/mg amounts. 
131. Other comments areued that 

consumers will be c&us& because 
they will have to learn a new type of 
declaration, and those consumers used 
to the amount by weight declarations 
may mistakenly use the percentages as 
ab&h&eamotmts. - - 

FDA disaerees with this armunfmt. 
Evid&e f&n consumer res&rch 
shows~thst azcammmers g8~ctrfdy are not 
able to &ctively use the cmyent format 
for some importsat label uses, such as 
pladng a food in the context of their 
total daily diet (see sc+tfon V.D.2.b. of 
kithL-~hiwwtfast,d 
shorn. that consumers are abbe to use 

percent dii for 81 A of the label uses 
tested, in&ding those tasks mleted to 
dietary judgments, such aa plactng the 
food in the context of the total daily 
diet. As consumer education reaches 
more peaple, and as con8umer3 become 
more familiar with the pmwnt display 
format, its effective use will increase. In 
addition, under ~1~~~~~~~ as 
explained in section V.H.1, d&is 
document, the symbol for percent (i.e., 
“%“) must be used after each number. 
Therefore, consumers are not likely to 
use the percentages as absolute weight 
amounts. 

Many of the comments opposed to the 
use of the PERCENT DV f&mats did not 
acknowledge that these formats provide 
g/me amount inf&matiun on the 
nutrition label. FDA included amount8 
by weight to meet the needs of 
consumers who had come to rely on 
such inkrmetion. An appropriate 
balance must he achieved between how 
much and how 
can be presente 1 

rominentiy information 
on the label. The 

relative numbers of people likely to use 
different information is an important 
consideration in achieving this balance. 
Few people currently engage in the kind 
of dietary management that 

7 
ires 

keepin daily 
!tlr 

Funaisgauma 
plUtk3J outrim, swh as assumed by 
some of the comments opposed to 
PERCENT DV formats. 

132. Saveral oomnteats stated that 
PERCENT DV farm&&s 83~~ misleading 
because they provide 4napprnpriate 
dietary guidance or offer no guidance to 
those consumers whom daily 
requirements differ from the DV. : 
Concern was expressed that co&umers 
will believe the numbers apply to them 
personally. 

The agency disagrees that PERCRNT 
DV declarations are misleading because 
they provide inappropriate Ilietary 
guidance. A major advantage of a 
percent unit is that it communicates the 
relative magnitude of the nutrient level 
in a food without the consumer having 
to be concerned about the absolute level 
or units of the underlying scale being 
used. Knowledge of quantitative dietary 
goals forspecific nutrients is not 
inherent in, or necessary for, accurate I 
magnitude assessments of the nutrient 
levels in the food. The DV base of the 
percent does riot have to exactly fit each 
individual’s needs in order for the 
percent to accurately reflect the relative 
magnitude of the nutrient level in the 
product. 

FDA considers estimation or t le 
relative magnttude of nutrient levels in 
the food to bacentapl to the placement 
of a food in the context 8f the total daily 
diet.lxMk%nrPeamchdlbthnrrme8rch 
submitted as eomusant.& tb the form& 



in estim@ting tb& own,q&3Qtitati~8 
dietary needs~~ve. t 

3l 
;#I& &&mce 

DV’s, the for$note WI *Q&ay ‘daily 
values of total fat, rffttW* t@ti 
cholesteroh sodturn, tot&&bohyf&ate. 
and dieta$ fiber based. fm ?Wf cahnies 
and 2,500&0tia;B,p&~rr 
concrete ex8mph? f$f” ii ow tidiXndu81 
dietary needs ~qay:rary.depen&ng on 
calorie intakt, 184, ,thefMnot8~will 
help people to pl&a the& pemoriaf 
dietary needa :wfth respect to &he 
mferencs Ddly ,Melues sad t0 8void any 
misundWg as to whetherthe 
referenti ES’s are di8tary gui&ence 
meant for them. 

133, S8vem~comm8nts argued that 
PERGENT DV formats are 
mathemaff caafly misleading because they 
are cafculated against ari implied range 
if the terms “or less” and “or mom”‘are 
used, or because consumytrs Will not he 
able to reconstruct the percents horn the 
absolute amounts and the DV numbers 
because of the rounding rules for 
percents of macronutrients. 

FDA disagmes that consumers will 
see qualifving terms such as “or less” 
and “or more” as constituting a range 
frOm which a p8rIXIBt EanBot be 
calculated. These terms were included 

diti t&i la& &&8mnce’vglu8s in 
the tLhl&ibf w&w 8lit& list 
should be mquiredon the la 1 
provid& @qpments &at%pp~ i to all $” 
usm of the DV li@Jmag+n eJiit tj$w. 
also apply totbe PI3JXSJT DV format. 
Thtwe cbmnents nrgued that it is more 
heneficW for consunas to have .the 
values for some nutri8msthan to have 
the values for no nutrhmts. 

3 The agent 
the princtpe r 

dh8tgm&~ that blanks in 
nu$reric+column resulting 

firm .the lack of DV% for some sutients 
is suffident reason to ‘reject the 
PERCENT DV format. ,The glmg 
amounts will be listed for nutrients that 
have no DV, so that some information 
will be presented for these nutrients. 
Since a reference value has not berm set 
for these nutrients, noBe of the 
alternative formats would give 
edditional information to help the 
consumer evaluate the food with respect 
to nutrients that lack a DV. For example, 
no value wiJ1 appear in the DV listing 
for the nutrients, so compa&on of the 
amount in the product with the DV, as 

declaring +rknt amoti* as’ 
pmceBt~,~e~titierefQrct? PheaigeBcy 
disagrees t&it Qm poa&bilityefchanga 
is a substGnti8f maram to avoid ‘nt 
dec~afirtiumson&~nW~n j&i r ’ 

196. A ny&m of awnmen@ a&md 
that-PENWIT DV formats encourage 

likelv to lead to83Mme and 
inappropriate dietary judgm8nts than 
PERW DV declamtions (~&on 
V.D.2.b. of this document and Ref. 102) 

137. One comment expressed the 
view that FDA does not have the legal 
authority to require percxmtages, since 
the 1990 amendments only require the 
declaration of amounts. Others argued 
that the lB90 amendments do not 
mandate that FUA change the curnent . . 
XOI111tX 



FDA dfeagm%s with @I%#% cornm%nts. 
As discussed ah&e, se&on @hJ(lffA) of 
the 1990 amsndnmnts mquims that the 
nutrition informetfon be conv%yed. in a 
manner that enabk%s the public to 
understand the r&d* %i iAc%nce of 
the nutrition i&rmat;i&n c the context 
of the to&f d&f diet. Momov%r, the 
legislativ% hIs&ryat%tes &at this 
provision r%qufr%s th% S%&%tary tu, 
specify requirement0 that permit the 
coitsumer to und%mtend the nutrftion 
information about a p%rtiCuitir food in 
relationto recomnmnded~di%tary 
information (R%f. 26, p. 28). Expressing 
the level of a nutrigat fn the food asa 
percent of a r%*nce amount (the DV) 
is the simpl%st an& &oat at@htbrward 
way of perr@ittI*&i# co&+um%r to 
understand tfm amount of a hutriexlt In 
the context of the total daily diet. ‘Thus, 
the 1990 am%mhn%nts provfd% clear 
authority to requilie p%&%nl@as. 
Moreover, 

ns! 
‘ven the requbKult%nts d the 

1990 ame m&s, and pa&uhrrly the 
requirement in s%&on 2(b)(l)(A) of the 
1990 emendrrmnts, r%vision of the 
current format is unavofdable and 
newwary. 

138. A comment from a foreign 
gov%rmn%nt~stated~~ DV 
information is co- h%cause 
the DRV informetion on which it is 
based varies by country, and mandatory 
inch&on of nt DV Information on 

r a label woul nnflm it dff&&t to 
achieve equivaf%nce In nutrition 
labeling requirements between the 
United States and other countries. The 
comment noted thet their free trade 
agnsement wfth the United States 
requires that the two countries work 
toward 

7 
uival%nt mqufrements on 

nutrition ebeling. The comment 
pointed out thet Codex guidelines 
provide fdr su lementary nutritio,n 
information on y on gvoluntary basis. T 

The agency supports efforts toward 
international harmonization of food 
labeling. However, the 1990 
amendments direct FDA to require a 
number of format elements that are not 
in harmony with international food 
labeling. The agency believes that ilt has 
been directed to require a format that 
will enable consumers to choose 
appropriate foods and to place the food 
within the context of their total daily 
diet, without the constraints of meeting 
international guidelines. 
3. The DV List on the Label 

a. Inctuding the DV list on the label. 
A number of comments from indusiry, 
consumer groups, and health promotion 
organizations addressed the issue oif 
whether the DV list should be required, 
optional, or not p%rmitted on the 
nutrition label. 

139. The major argt&&nt%“ “’ @rting 
mandatory fndusfon oPfh% DV “K ‘St on 
the l&%1, made prfnmrfly by consumer 
groups and health prof&&m%l 
organization%, w@%t (1) Thfit the Dvb 
must b-e fismtlfor peopht to estimate 
howtheirn%%dsm 

2 
f 

diet thatt repr%s%nt& in th%DV’s, {2) 
that consumers nesd the DV information 
on the lab& ?&cause the 

cr 
have to 

b~D~~for&rble an fernflier with 

the new % 
in order for them to use 

nu on hrhel to place the food 
in the context of their daffy diet, to put 
nutrient content information in 
perspecttve, or to pr@&t a feame of 
reference for de&den making, and (3) 
that conaum%rs neetf th% information 
beceus% qu%ntftt&v% di%tary goals are 
n%c%@ary in order to e#ourage and 
help consumers understand proper 
dietary practices. 

The major argument against inclusion 
of the DV list on the latrel, made 
primarily by food manufacturers and 
food industry associations, was that 
consumers will misint%rpr%t the DV’s as 
dietary r%commendetions for their 
personal &rtary ne%ds, which will lead 
to tlte Dv% p%bviM-ig i$qpp~ate 
dietary guidance. Comments argued that 
DV’s are unacceptable for dietary 
guidence because they am population 
bwd ref%mnce vahms for an “av%mge” 
consumer that do nvt take account of 
individual differences such as sex, 
weight, activity level, and other factors 
influencing personal die 

T 
needs. 

Many &nmn%nts oppose to requiring 
DV’s argued that a listing of w’s on the 
nut&ion label provides no product- 
specific information to consumers, and 
that mandating the listing on all labels 
requir%s rep%eting the same information 
on millions of food labels. One 
comment iilcened th% requirement of 
placing the list of DV’s on food labels to 
a requirement that banks provide 
addition and subtraction tables to their 
customers in each and every monthly 
statement. Many of these comments 
argued that inclusion of a list of DV’s on 
the nutrition label will significantly 
increase the space requirements of the 
nutrition label, and that the increased 
space needs will make it extremely 
difficult for small packages to comply 
with nutrition labeling requirements. 

Many comments opposed the 
mandatory inclusion of the DV’s on the 
nutrition label because it will clutter the 
label and themby decrease consumers’ 
ability to readily observe and 
comprehend the nutrition information 
on the label. A number of comments, 
particularly from industry, supported 
optional inclusion of the DV list. The 

arguments fbr making the listing of DV’s 
optic& were simifar to those for 

o%$t$i!ij finds merit in the ’ 
argument that pr%sent$ng theDV list on 
thd label may poten&& mislead 
consumers ,By, @ing undue @eminence 
to values fn@d%@I ~rs-rcf%mnc%s onty and H& ,& &$f&ny ,j@&& for 
individtmls. Th% consumer research (see 
section V.D.4.b. of this document) 
showed that consunmrs wete likely to 
interpret a sfngle Iist of values labeled 
as “Daily Values” as personally 
appiitible. At the same time, the agency 
agmes wfth ths comments that argued 
that consunmrs should be abL to assess 
how thtipepsm8 dfetaq needs, which 
vary by~~su& as q~, sex, and 
activity&v%l, may di&tr from the 
retbrenb lWs used on the label. After 
extensive consideration, the agency is 
convfncedthat the best sohrtion to these 
conflicting requfnsments is not to list 
the reference DV’s identified as such as 
part of the primary information, but to 
provide a footnot% as specified in 
f 2023(d1(3j[if th%t gives individualized 
dail v&es oftotal fat, saturated fat, 
cho Y esterol, sodium, total carbohydrate, 
and di%&y fiber hesed on 2,000 calories 
and2,?fB calot’ies. 

Without a prominent display of the 
list of r&er%nce DV’s for macronutrients 
on the label, the hkelilmod that 
consum%m will misrtnd%rstand the 
reference W’s as personally relevant 
dietary guidance is greatly reduced. At 
the same time, a concrete example of 
how recommended nutrient amounts 
vary depending on an individual’s 
needs will help consumerS to 
understand how their own dietary needs 
stand with respect to the reference Daily 
Values. 

The agency believes that the 
information in the footnote will 
accomplish virtually ail the benefits that 
comments identified would follow from 
including the list of reference DV’s on 
tbe label. By enabling consumers to 
evaluate the appropriateness of the 
percent DV’s for their personal needs, 
the information in the footnote will 
serve to increase consumer confident% 
in the nutrition label and lead to more 
effective use. For consumers who want 
to practice quantitative dietary 
regulation that involves setting intake 
targets for certain nutrients and keeping 
a running tally of intake of these 
nutrients, the information in tbe 
footnote will provide maximum * 
flexibility in ths use of the nutrition 
label. Tbe 
be adjuste if 

erc%nt DV‘s on the label can 
for different personal needs 

or an individual’s caloric intake either 
by working with tbe percentages (such 
as having a target value of 220 percant 



costs in terms of 

that the information Wil be mvoflabla to 
consumers if it appears on a sfgnificant 
percent8 e of food l%els. 

There P ore, the Wormatroa specified 
in § ?#?.9 fd?W and fcQ@OF may 6r3 
omitted from stmvH and intermadats 
sized packagea as prtnridacf fbr by 
5 101.s@y13p, and from 
qualif fbr a SirrtpWi-ed 

VrKd 
lzizcErllrat 

pro - for fn ~wJK~~~!SF. 
?9a cmnrorrts alka - the 

placemeN aa 8kelebek at#aft&rnatRwr 
intendsdaecrm&wttob&ppeo#em~ 
effectively use thff nwfrfPfcm i?+%brrrf&on 
of the label. In the 
information was 8 

reference DV%. 
considered Uueao 

Many of the j.n&&ry co 
that, in order to acco 

DV fclrm3t.s da 
not requite commme rsk&U~ 
information about the referer4ce k&f 
values tc3 p&m praEBud-M 
dietary management tasks. t f% 
believes thet a&lowing serne it y 
in placement. of the c&x~speckRc 
daily value inform&on 
small aad il?tmrmediab% 
and products w&b sia*pliSed. labels 
from the requhmnk kcs proivi&~khc~ 

dowmar@. As 

zace it so that thej can msa wailaxjfe 

3205Sak ZWfWQ 
commttna asba wbwh 

and, ifm uh&arit wo&kBQ 
toplrtau?~$rkb8& 
that a reference value is not a\iPlfilbhe. 

148. w&m 

simple. Bthercommenta 5 

to indicate that a refer 
been establiahe& Ckw commti pointed 
out thsfP it is mzmnt pw far lialme 
food and supp1emen.t tab&s to state that 

ehtter. The h&d fazrnat presented in 

this firtat r&e contains cazpsfderab~y 
morein&wmatfontharrIs~qui~d by 
the exist&g krbel. and comparisons to 
the current prackict, of sfatiq eat u!s. 
RDA”sbave not beerr eatabBaIied for 

saturated Eat, crlQbh+ad6Qdbm 
intake are stated in, s 

P 
-tsoT 

less (RefSa 2.3. and k tkw agj 
3 

wad 
the quarifyfngtarm ‘?x leas” wi thasa 
nutrients. On the other hand. the 
recommendstiaa fsu carbohydra,ta is 
stated as 55 percent or more (Ref. 3). 
Thus the agency used & quaHiem “0~ 
more” with Ws nuti~ FDA in&t&d 
such qualifiers in its research 

142. A few comment.9 opposed the use 
of the quolifjting terms becawe of the 
interest in reducing label clutter or 
because theiruse conveys a message 
that a food shonhi be avoided if it 
contains high amounts ofa nutrient 
qualified by “or Fess.” S4wral 
commmh opposed the use of the 
qualiiylng terma ifa range of v&es was 
used rather than a &$e vaFt&. One 
comment cens&fred &a quahf@rg 
terms unnacessery if FDA adopts a 
2,000 csbie bestr. 

The ma$r%y of comments supported 
the use ofqu&f&ing terms and 
suggested that sach terms convey to 
consumers the mtibn ofa sz+rkbb target 
intake rather then a ppescriprivw intake. 
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‘Some comments supported “or less” 
and “or more.” Others stated that “Hess 
than” was preferable to “or less,” and 
one stated that “no more than” and “no 
less than” were preferable to “or less” 
and “or more.” These comments argued 
that the recommendation for saturated 
fat intake was less than 10 percent of 
calories from saturated fat, and therefore 
the use of “less than”as a qualifier in 
genera) was more appropriate. No 
comment presented data concerning 
consumer use and interpretation of 
qualifier terms. A comment suggested 
dropping “or more” for carbohydrate, 
regardless of calorie base, as it is in 
conflict with the Dietary Guidelines for 
Americans (Ref. 4) which recommend 
the use of sugars only in moderation. 

FDA agrees that the use of qualifying 
terms assists consumers in appropriate 
interpretation of the daily value 
information and may help to preclude 
too literal an interpretation of the 
values. Moreover, since no single caloric 
level can be specific for all individuals, 
the agency concludes that qualifying 
terms are appropriate regardless of the 
caloric level used, Furthermore, the 
agency is convinced that regardless of 
which term is selected, the qualifiem 
should be used consistently to avoid 
consumer confusion. 

FDA acknowledges that, while Diet 
and Health (Ref. 3) recommends that 55 
percent or more of calories he consumed 
as carbohydrate, the Dietary Guidelines 
(Ref. 4) recommend the use of sugars 
only in moderation. The label format 
will list sugars as a subset of 
carbohydrate. The agency is persuaded 
that the use of the qualifying term “or 
more” or “more than” with 
carbohydrate has the potential to be 
misleading to consumers given that 
carbohydrate includes sugars. The u:se 
of this term may be particularly 
confusing to consumers when the 
source of carbohydrate in a food is 
primarily sugars. Therefore, FDA will 
not provide for the use on the label of 
the qualifier “more than” or “or more” 
with carbohydrate. 

FDA finds merit in the term “or less’” 
because this term is presented after the 
quantitative value and thus does not 
interfere with the consumer’s ability to 
locate the quantitative values (especially 
when the daily values are presented in 
a column). However, the agency 
believes that the term “less than” 
conveys a less specific target and thus 
meets the concerns of many comments 
that asserted that consumers need to be 
alerted to the fact that recommended 
amounts vary greatly from individual to 
individual. The agency also 
acknowledges that the qualifying term 

“less than” is more consistent with the 
recommendation for saturated fat. 

Therefore, FDA is persuaded that 
qualifying terms should be included 
when daily values are presented, and 
that the qualifying term should be “less 
than.” The agency has included this 
requirement in S 101.9(d)@)(i). For 
consistency and to avoid consumer 
confusion, FDA will not provide for the 
use of the term “or less.” 

143. One comment stated that the 
agency should allow the use of the term 
“or more” with dietary fiber because 
such a qualifier issonsistent with 
current dietary guidance. 

FDA disagrees that it is appropriate to 
use the qualifying term “or more” with 
dietary fiber. While there is relatively 
little evidence that high fiber intake 
impedes mineral absorption and 
bioavailability (Ref. 3). concerns about 
excessive fiber consumption have led to 
specific recommended ranges for dietary 
fiber intake rather than open-ended 
recommendations. The report from the 
Life Sciences Research Organization 
(Ref. 103) which provides the basis for 
the DV for dietary fiber, specifically 
provides a range for recommended 
dietary fiber intake (10 to 13 g per 1,000 
calories, or approximately 20 to 35 g per 
day) and is not stated as 25 g or more. 
Therefore, the use of “or more” with 
fiber is not consistent with dietary 
recommendations, and FDA will not 
provide for its use on the label to qualify 
dieta fiber. 

d. &ri/ying footnote for daily vnlue 
caloric intake level. In the format 
proposal (57 FR 32058d32071), FDA 
asked for comment on the effectiveness 
of a footnote to convey to consumers the 
need to modify the DV amounts to meet 
their nutritional needs and for 
suggestions for alternative footnote 
statements. The proposal included the 
following explanatory footnote in the 
PERCENT DV with DRV graphic format: 
“For a 2,350 calorie diet. Your Daily 
Value may be higher or lower 
depending on your calorie intake.” 

Comment was requested on the 
following three alternative footnotes 
listed in the proposal (57 FR 32058 at 
32071): 

(1) Based on a 2,300 calorie diet. 
Fewer calories are recommended for 
women and young children. 

(2) As part of a 2,400 calorie diet. 
Many young children and women OYUT 

50 need 2,000 calories or less. For a 
2,000 calorie diet the Daily Value would 
be less than 65 g Fat, less than 20 g 
Saturated Fat, less than 275 g 
Carbohydrate, and 25 g Fiber (Sodium 
and Cholesterol do not than e). 

(3) A 2.000 calorie diet is or women B 
over 50 and young children. Most 

teenagers, sedentary men, active and 
very active persons, and pregnant and 
breastfeeding women need more 
falories. 

144. Comments were received from 
manufacturers, health promotion 
organizations, State governments, trade 
associations, universities, and consumer 
advocate organizations. The majority of 
comments supported the requirement of 
a footnote to clarify the calorie base for 
the daily value listing. 

The explanatory footnote in the 
PERCENT DV with DRV graphic format 
was specifically supported by five of the 
comments. This footnote stated “For a 
2,350 calorie diet. Your Daily Value may 
be higher or lower. depending on your 
calorie intake.” However, one 
manufacturer objected to this footnote 
on the basis that it was ambiguous and 
ineffective and did not provide the 
necessary information. 

Most comments stated that it is 
important for the consumer to 
understand that the DV may need to be 
adjusted because it is based on the 
number of calories consumed, and 
recommended calorie consumption 
depends on various factors, such as 
physical activity level, age, sex, weight, 
height, and metabolism. Two comments, 
although opposing inclusion of the DV, 
argued that an explanatory footnote 
should be included if the DV is 
included. 

Two comments objected to all of the 
alternatives. One comment, from a 
consumer advocacy organization, 
asserted that the’third alternatrve listed 
above would create more confusion by 
attempting to identify every segment of 
the population. 

Two comments, one from a health . 
professional organization and the other 
from a food manufacturer, stated a 
preference for using the footnote in the 
format shown in appendix F (57 FR 
32058 at 32089) as the footnote 
clarifying the DV list. This footnote 
summarizes the Dietary Guidelines and 
includes statements such as “Eat a wide 
variety of foods.” However, it does not 
include a reference to the DV’s or the 
caloric level on which they are based 
because the format that the footnote 
appears on does not list DV’s. (The 
format in appendix F of the format 
proposal is discussed in section V.G. tl 
of this document). One of the comments 
recommending this footnote stated that 
the footnote should be prefaced with 
statement about DV’s varying with 
calorie needs. The following was 
suggested: “Your calorie, fat, 
carbohydrate, fiber, and protein intake 
will vary based on age, height, weight, 
metabolism and activity level.” 



Three comments from manufactunnzr 
SUggtWt0dFkEFFtlOFWMshaaMh6 

a stipuktfoa tb8t the fbutnota becoma 

cannot be a source of * g@&nca. 
Others werw concerned ~ti tba space 
used by rll6 fbotRuF6. 

‘Icvo cQRImI3Rrs ITrchmd tJth(Br 
possible footr&es ter Ihs r&r&ion 
informmiorx h&us%m &dietary 
guidance for speefel di&ary nee& was 
suggested by 8 rstem&&wm. A 
consumer advocacy 
SU&@?St8h the UsBf Of 

the use of edjectivee 
the basis that FDA fs wrong in assxnnirrg 
that people win r&&at “bigb’@ to the idea 
of limiting const~mpPis~r e!sewbf~~. Tkte 
following spa&me* was suggest& 
“PeopFe eating thk% .&XI may rrecnf to 
Ii mi t the f&r fur other ntrtdeee~ that rhay 
consktmtr from fH!hef ?aoda”’ 

the DRWs wem 
respondents viewed a label with a values vaq according to calorie needs is such information. 



The agency is p8rsu8d8d by 
comments from nutrition sducation 
experts that the public will benefit from 
having the caloric conversion factors on 
the label. FDA reco 
above, that 9.4, an d 

izes, RS discus.sed 
4 calories per gram 

for fat. carbohydrate, and ptit8in. 
respectively, are general factors that 
may not apply to all foods. Howevsr, 
;rees~; 

al 
licable to the majority of 
erefore. inclusion of these 

facto& will be useful as a general guide, 
Moreover, IDA finds that any cormems 
about space are eliminated by its 
providin for intermediate size labels in 
fj 101.9(j) f 13). Accordingly, 5 161.9(c1)(9) 
requires that this information be 
included on the label. 
4. CONTROL Format; Rxpwssion of 
Absolute Amounts in Grams/Milligrams 

The majority of comments that 
opposed the PRRCRNT DV formats 
supported the CONTROL format. A few 
comments supported the current format, 
rejectin 

d 
the renrlsed list of nutrients, tbe 

new or er in which nutrients are 
declared, and the PRRCRNT DV display. 
FDA has Fesponded to the comments 
opposing the revision in the required 
list of nutrients and the order of 
nutri8nts ear&r in this document 
(section III.A.2. t&his doomnentl. .A 
majority af th8 industry comments 
supported the CONTROL format 
without the. DW list. sOm8 consunmr 
groups and lmalth organinations alscl 
supportd the GONTROL format; 
however, they recommended that the 
DRV list be irmluded. 

146. Most comments in favor of the 
CONTROL format stated that research 
has not consist8ntly shown that any 
other format has better performance 
characteristics on label use tasks than 
the CONTROL format. 

The agency disagums with this 
argument. Both FDA’s and indus ‘IS 
research found that the simplest la ?I ,I 
formats with the smallest amount of 
information and the least number of 
columns had the best performance for 
label use tasks that require only simple 
comparisons or identifying differences 
between products. Because it has the 
least amount of information, the * 
CONTROL format performs well on lhis 
kind of task. FDA’s research suggests 
that with certain placement of the 
information, some other formats, 
including the percent formats, that 
provide more information can perform 
as well as the CONTROL format on 
these tasks. The industry study 
demonstrates that these other formats 
can also be designed in ways that lead 
to poorer performance on simple 
comparison tasks (e.g., by adding more 
columns to the display). 

Roth FDA’s and industry’s maxran& 
also shows that for l&l use tasks that 
require consumers to make dietary 
judgments about the product, such as 
whether the food is high or low in 
certain nutrients or how the food fits 
into a daily diet, th8 best 
formets am those that in s 

erforming 
ude dtber the 

PRRGRbITDY d8&r&on or edjdvss. 
Other design elements such as listing 
reference Dv’s, grouping nutrients, or 
highlighting nutrients do. not appear to 
improve performance on these types of 
dietary judgment tasks. The CONTROL 
format is among the poorest performers 
on tasks that require dietary judgment. 

Being able to comprehend the 
nutrition information and to understand 
its relative si ‘ficance in the context of 
a total daily 6” iet means, at least in part, 
that consumers must be able to make 
accurat8 high/low judgments about the 
food. PRRCRNT DV and ADJRCTIVR 
displays present high/low information 
directly. The g/mg formats (such as the 
CONTROL format) require that the 
consumer calculate percentages to get 
the information. The CONTROL format 
requires, in addition, that the consumer 
know the r8.commended amount for 
each nutrient. Research results show 
that consumars do not knaw the 
recommendad amounts far nutrients, 
that many are not able to make such 
calculations, and that many am not 
willing to mak8 the 1 e nun&r of 
calculations that woul 77 ba required to 
include all of the listed nutrients in the 
judgment (see comments 105,106, and 
107 of this document). 

147. Other comments supported the 
CONTROL format because it is 
uncluttered, because consumers. are 
used to it, andbecause it is more 
consistent with dietary guidance, which 
is given in terms of g/mg amounts, than 
is the PRRCRNT DV format. 

The agency agrees that simplicity and 
lack of clutter are important criteria in 
selecting a format. However, enough 
effective information must be presented 
to make the nutrition label useful. 
Therefore, the selection of a required 
nutrition label cannot be based simply 
on which one has the least amount of 
information. 

Some of the arguments about 
consumer familiarity with a format were 
addressed in section V.G. 2 above. The 
agency noted that evidence from 
consumer research shows that 
consumers are not able to effectiveiy use 
the current format for some important 
label uses. Therefore, consumers’ greater 
familiarity with it does not have 
important benefits. In contrast, research 
shows that consumers are able to 
effectively use the PERCENT DV format, 
even though the format is new to them. 

The agency also not8d above th8t &rig 
amounts will continu8 to appear on the 
nutrition label for use by~consumers 
who have soni to rely on nutrition 
information presentsd this way. 

148. A large numb8r of comments 
were opposed to the CONTROL format 
because itdo8s not m88t th8 criterion ir 
the wo smear l3bl3!&ng 
consumem,to~u&r&nd the 
significance ofthe.@ition informatron 
in the contsxt of a total daily diet. This 
argument was b;ometimes stated in 
conjunction witl.FDA’s resetih. 
finding that the CtX+lTRGL format had 
poor performance chara&&tics, 
particularly with regard to the dietary 
jud menttasks~ . 

9% A agr88s with this argument. A 
summary of msearch findings related to 
the CONTROL format appears in sertion 
V.D.2. of this document. For all the 
reasons discuss8d in this section, FDA 
concludes that the CONTROL format 1s 
not adequate to meet the criteria of the 
1990 amendments. 
5. HIGHLIGHTING Format 

Highlighting was discuss8d in the 
format proposal both as .a separat8 
format and,as a format enhancement. 
Most comm8#a mga&ling the use of 
HIGHLIGHDNG &&t with it, as e 
format enhancerm&, and these 
comments ar8 discussed in a later 
section. 

149. The comm8nts that discusSea 
HlGHLI~Ga3 a format were fmm 
industry health professional 
organizations, and consumer advocacy 
organizations. Most comments were 
opposed to the format. Many of these 
comments discuss8d the 
HIGHLIGHTING; ADJRCTIVR, and 
GROUPING ‘formats together The 
comments argued that the 
HIGHLIGHTING format is inadequate 
and misleading because it gives undue 
emphasis to desirable components, thus 
tending to obscure the levels of 
undesirable components. In addition 
the comments stated that the 
HIGHLIGHTING, ADJEXTIVE, and 
GROUPING formats have no satisfactory 
means of communicating th8 level of 
components that do not have a DV. such 
as complex carbohydrates and sugars. 
Some comments argued that a modified 
HIGHLIGHTING format that flagged 
both desirable and undesirable 
components of a product should not be 
selected because extensive consumer 
testing would have to be conducted to 
determine whether people are able to 
distinguish between the two types of 
flags. Other comments argued that the 
HIGHLIGHTING, ADJRCTIVR, and 
GROUPING formats foster good-bad 
food messages. 



Several comments from mfessional 
ph organizations argued that t e 

HIGHLIGHTING format is redundant 
because nutrient content cleims can be 
made on the front of the package. These 
comments stated that if anything is 
highlighted, it should be undesirable 
components to balance the front panel, 
Other commrmts argued that this ‘&mat 
did not score well in consumer research 
and did not improve consumer 
comprehension of the label. One 
comment noted that international 
harmonization is pmblematle with 
HIGHLlGHTlNG, ADJECTlVE, end 
GROUPIPJG formats because in Canada, 
such information is generally required 
to be grouped together and given equal 
prominence, whereas these formats 
include some form of emphasis in one 
or more parts of the nutrition label. 

A supporting comment argued that 
the I-BGHLIGHTWG format is best 
because it is straightforward, easy to 
understand, and information can be 
quickly gleaned&m it. *The egency is 
persuaded by ,&e comments and the 
research that the HJCHLlGHTlNG 
dormat should notbe selected. FDA 
notes that this farmet hes most. of the 
disadvantages of the CONTKWDV 
format (of which it is a xari&nt), and it 
has several ed&onal limitatiens. The 
format did not score well in consumer 
research on measures that-involved 
putting the,&& into.th8 context of a 
total daily diet. In addition, it 
emphasizes desirable features of 
products, which may already be 
em hasized by front panel statements 
an x which may tend to obscure the 
levels of less desirabIe components. 
Therefore. FDAis not requiring: the use 
of the PlIGHLIGHnNC format. 
6. ADJECTIVE Format 

Issues regarding the use of adjectives 
to describe nutrient levels arose in three 
contexts: support or opposition to the 
ADJECTWE format itself; mandatory use 
of adjectives with another format, 
particularly the PERCENT’ DV with DRV 
format; and voluntary use of adjectives 
as a format enhancement. Adjectives as 
a format enhancement are discussed in 
section V.H.2. of this document. 

156. Some comments argued that 
adjectives are inherently value-laden 
and would communicate a good:-bad 
food perception. 

The agency does not agree with this 
argument. As noted above in the 
discussion of this argument for the 
PERCENT DV format (section V,G.2. of 
this document), both FDA and industry 
research found that the ADJEZTIVE and 
the PERCENT DV declarations tended to 
produce the most accurate judgments 
about whether products are high or low 

in various nutrients (Refs. 70 end 71). 
The g/mg formats were more likely than 
ADJECTIVE formats to lead to extreme 
and inappropriate dietary judgments, 
such as responses that a food wes high 
in a nutrient in which it was actually 
low, or that a food should be avoided 
altogether because of a per$icular 
nutrient lev& “fh;ry &gWt$y b not 
requiring the ADJECTWE format for 
other reasons. 

151. Several comments argued that a 
complete scheme for assigning 
adjectives to all nutrients required to be 
listed on the label does not exist. They 
argued that because DRV’s have not 
been established for ail nutrients, 
including sugars end polynnsaturated 
fats, en acceptable scheme would be 
time consuming to deveIop. 

The agency agrees that a, complete 
scheme for assigning adjectives to all 
nutrients does not currently exist, and 
that the lack of DV’s for some nutrients 
would complicate-the development of 
such e scheme& However, asexplained 
in Comment 134, all of tbe alternative 
formats except the COWROL formet 
share the limitation that DV’s have not 
been set for some nutrients. Because the 
limitation is constant for almost all 
formats, it cannot be seen as a 
disedvantage unique to one format. The 
agency believes that providin’g DV 
information fur the rmtrients that have 
DV’s is more bermfioial than 
withholding it for all nutrients because 
it is unavailable for some. tionetheless, 
the agency is not requiring the 
ADJECTIVE format for reasons stated in 
comment 162 of this document. 
Therefore, the issue raised by these 
comments need not be addressed 
further. 

152. Several comments opposed the 
ADJECTIVE format because it would be 
confusing to consumers. One comment 
aigued that the format provides 
information on whether a nutrient is 
high, medium, or low, but not whether 
it is a desirable or undesirable nutrient. 
Some comments argued that the format 
is too cluttered and directive. Some 
comments noted that the ADJECnVE 
format showed a number of weaknesses 
in the consumer research, particularly a 
tendency for consumers to fail to 
differentiate between products when 
different nutrient levels were described 
by the same adjective. The comments 
noted that wide ranges, as proposed for 
the category “medium,” would be 
misleading to consumers who did not 
attend to the nutrient values. 

Several comments supported the 
ADJECTIVE format, arguing that the 
format is easy to read and does not 
require math calculations or working 
with numbers at all. One stated that it 

would be easier for the elderly and 
visually impaired to use. Other 
comments supported it because it was 
preferred by consumers in the research 

FDA is not requiring the ADJFCIWFZ 
format for the following reasons. The 
agency agrees that the ADJRGTIVE 
format showed weakness on an 
important label u&+ task, the “roduct 
comparison task that require x detecting 
differences between nutrients. The 
agency also agrees with the comments 
that argued that the wide range for some 
of the adjective categories may be 
misleading to consumers who use the 
label in certain ways. The agency 
acl&owledges that the ADJRCTlVE 
format was the most preferred in some 
studies but notes that preference 
measures must be interpreted cautiously 
and cannot be used as a definitive 
criterion, for the reasons discussed in 
section V.D.3. of this document. The 
agency further notes that none of the 
studies provided evidence that the 
ADJECTWE format is easier for elderly 
consumers to use. 
7. GROUPING Format 

Grouping by whether dietary 
guidelines recommend choosing a diet 
high or bw in specific nutrients was 
teated in FDA’s Study 2 (Ref. 76). This 
format element did not generate many 
comments, andthe comments about it 
were frequently included in statements 
abont the H~GHLXHTING or 
ADJE!lXlVk format. Most of the 
commentswere opposed to GROUPING. 

153. One argument egainst the 
GROUPING format was that it is too 
value-laden, lending itself to a good&ad 
food mes 
that the GR T 

. Another comment ergned 
LIfI$IG format does not 

provide meaningful in&rmatioir related 
to the particular mduct. Other related 
comments argue s th8t f,h~.@ROUPING 
format did not have good performance 
characteristics in research, and that 
subjects reported that they found it too 
prescriptive. Some comments argued 
that it would be confusing to consumers 
in general. and one comment ergued 
that it would be especially confusing to 
consumers with @iabetes. 

The agency agrees with these 
comments. FDA’s research shower that 
the GROUPlNG format did not perform 
well on the dietary management tasks 
and did not offer any significant 
advanteges,over other formats (Ref. 70). 
In addition, although the format was not 
strongly disliked, many subjects who 
disliked it reported that they found it 
too prescriptive. This complaint is 
consistent with the complaints of many 
of the comments. 

The agency has decided not to requne 
that nutrients be listed under the 
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GROUPING f-at headings for the 
reasons discussed in the paragr-apti~ 

154. A few comments argued that the 
above and below. 

GROUPING format would be a challenge 
to implement because adequate 
consensus does not exist on where to 
place soma s&components, such 811 5 
polyunsaturated fats. In addition, 
ixmuneuts cha&mged the format 
because its recommendations ara rmt 
entirely consistent with those of the 
dietary guidelines. For example, the 
dietary guidelines recommend moderate 
intakeof somenutrients,such a5 
sodium, but the GROUPING format 
recommends low intake. 

The agency agrees that the placament 
of some nutrients and nutrient 
subcompunenls is probkematic undiw 
the GROUPiNG format. This problem in 
placing all nutrients is one of the 
reesens the agency has decided against 
the GROUPING format. 

155. Several commsnts in support of 
the GROUPING format argued that it 
provides nutrition education by staling 
whilh nutrients should be eaten in 
greater and lesser amounts. A few 
comments argued that the proposed 
order of nut&m& on the iabel tends to 
group them into thme targeted for lower 
and higher intakes, so that the 
GROUPBIG format is unnecessary with 
the new nutrient order. 

FDA aerees that the intent of the 
groupingformat is to provide general 
dietary guidance. However. the fact that 
the format did nut offer significant 
advantages over dher formats on any 
performance measure consideeed in the 
consumer research shows that dietary 
guidance as offered in this format did 
not benefit consumers. The proposed 
new order of nutrients uses the widleiy 
accepted design of placing f&t the 
elements of greatest importance and. is 
intended to accomplish some of the 
goals of the GROUPLfG format. The 
GROUPING format’s failure to convey 
the intended dietary guidance, as 
measured in the consumer research (Ref. 
i’O), is one of the reasons the agency has 
decided against this format. 
8. Modified Grouping Formal 

A few comments mentioned the 
Modified Grouping format in which the 
order of the nutrients changed according 
to the amount in the product. 

156. Almost ali comments were 
nppos84 to the Modified Grouping 
format. The major argument against it 
was that it would reduce consistency 
and increase confusion among 
consumers. Comments stated that using 
this type of format is especially difficult 
for older people, who have a particular 
need for nutrition information. As the 

population ages. larger numbera of 
consumers wiU have difficulty with 

The agency agrees with this argument 
and notes further that available research 

such a format. 

shows that with advancing ag8, 
consumers have increasing difficulty 
extract@ relevant information from 
displays in which ths order of nutrients 
va 

9 
[Ref. 104). 

he agency is not requiring the 
Modified Grouping format bacause it 
has no reason to believe that this format 
would meet the requirementa of the 
1990 amendments for the reasons stated 
above. The agency further notes that 
consistency of placement of nutrition 
information is a principle that has 
guided the development of the hew 
format because such consistency has 
been shown to help consumers, as noted 
above. 
9. CONTROL Format With DV Ranges 

In its format proposal {57 FR 32038 at 
32072). the agency discussed several 
alternative formats to thoaa tested by the 
agency. For those reference values based 
on caloric intake, one altematiwe was 
the use of a range of DV’s based on a 
caloric intake range instead of a single 
caloric intake value (Appendix E in the 
format proposal). The agency rttquested 
commekt on this alter&& - 

157.&?w~?ritswereeven1v divided 
concerning the use of ranges ?or DV’s. A 
number ofcomments, primarily from 
food industry representativas, supported 
the use of a range for the DV’s because 
a range could assist consumers in 
realizing that nutritional needs vary 
with individuals, and ranges are easier 
for consumers to work with than single 
DV values. Others supported the use of 
a range because the use of a specific 
reference value would cause consumers 
to conclude that the values applied 
directly to them as individuals. Several 
comments suggested specific caloric 
ranges to be used (including 1600 to 
2800.1600 to 2400, and 1563 to 2800). 

A number of comments from a variety 
of groups, including consumer 
advocates and the food industry, argued 
against the use of rarlges Reasons for 
opposing the use of ranges included 
concerns that ranges would be 
confusing to consumers, that tbey 
would overwhelm consumers, that they 
ere too broad to be meaningful, that they 
use mom label space than sin@ values, 
that consumers would not be able to 
calculate their reference value from a 
range, and that they have not teen 
evaluated in appropriately designed 
studies to determine if they would be 
more effective and less misleading than 
e single value. One comment cited 
ressarch conducted for the purposes of 

hdoping a dietarjt guidance graphic 
(Ref. IO!?) that show4 that consumers 
experienced difficulties using a range of 
vahz%s dative to dietary guidance. 

FTIA has carefully consrdered these 
comments and cmchxdsstht~there is 
not suf6cient support, nor a substantial 
rationale. for providing refartmc8 values 
as a ranga. The agency notas that no 
ccmunmt contained reseerrh or other 
date to substantiate the utility or 
appropriateness of ranges. No evidence 
shows that consumers do in fact find 
ranges easier to work with, and no data 
suggest that ranges are leas likely than 
sin& values to confuse or mislead 
mnsurimrs. In fact, the agency has 
reviewed the literature on how people 
assign magnitude ta numbers (e.g., Ref. 
120). This literature concludes that in 
order to estimate magnitude, ~eopla 
generally have to answer the question, 
“comparad with what?” usually 
invoking a norm or reference standard 
as a context for comparison. The DV is 
intended to be such a rehence 
standard. When expressed a5 a range, 
the vah~3 of the DV as a norm against 
which the level oi the nutrient can be 
understood is compromised because the 
norm cannot he easily identified 
without additional assumptions and 
computations. Thus, the use of ranges is 
inconsistent with the 1990 amendments, 
which require that nutrition information 
be conveyed in a manner lh;at allows 
consumers to comprehend the nutrition 
information (sedion Z(b)(l)(A) of the 
1990 amendments). Ranges apparently 
have the opposite effect. 

The agency is also cancerned that the 
use of ranges would mislead some 
consumers to betiewe that the 
consumption of a nutrient at any level 
within the declared range is appropriate 
for them. For consumers whose calorie 
intake is at the middle or low end of the 
range, however, the label could induce 
consumption of nutrients such as fat or 
saturated fat in excess of the dietary 
guidelines, which would adversely 
affect public health. 

For these reasons, FDA has rejected 
the presentation of reference values es 
ranges. The argument that consumers 
need assistance to realize that 
nutritional needs vary with individuals 
has been addressed by requiring daily 
value information for Z,OOU and 2,500 
calorie diets. 
70. CONTROL Format With Sex-specific 
Daily Values 

158. A few comments supported 
reference values based on gender 
(Appendix E in the format proposal). 
One comment suggested that gender 
specific reference values were 
appropriate because women have 
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different nutritional requirements than 
men. Other comments opposed the use 
of separate reference values for men and 
women, The primary concerns were the 
issues of space, readability, ant1 clutter 
on the label. One comment suggested 
that the format presented too much 
information for the consumer to process. 
The same comment opposed gelnder- 
based reference values because their use 
did not recognize that some active 
women are more like men in terms of c 
their calorie need, while some (older 
men have calorie needs more like those 
suggested for women. Several comments 
argued that gender is only one factor to 
consider in determining an 
individuals’s dietary intake, and 
therefore its presentation on the label 
has the potential of inappropriately 
emphasizing one factor. 

While the agency acknowledges that 
women in general have different 
nutritional needs than men, PDA notes 
that such comparisons can be made for 
a variety of groups comprised of persons 
4 or more years of age. Thus, the agency 
agrees that the use of gender specific 
reference values may inappropriately 
emphasize only one factor in evaluating 
dietary intake. However, the agancy 
agrees that examples of recommended 
nutrient amounts for different calorie 
level intakes may help consumers to 
estimate their personal daily 
recommendations. Therefore, as 
discussed in comment 139 of this 
document, FDA is requiring the, 
inclusion of recommended nutrient 
amount information for 2,000 calorie 
and for 2,500 calorie diets in tha 
nutrition information. 
11. CONTROL Format With dietary 
guidance 

159. A number of comments, 
primarily from industry, supported the 
CONTROL Format with Dieta 
Guidance (Appendix F in the ormat 7 
proposal). Several comments supported 
this format on the basis that it was most 
like the current format and therafore 
familiar to consumers. Two comments 
argued that FDA should select the 
CONTROL Format with Dietary 
Guidance because USDA prefers it, and 
harmonization between the two 
agencies is important. Supporting 
comments argued that this format helps 
consumers to put the food in the context 
of a total daily diet, reinforces the 
dietary guidelines, and is simple and 
uncluttered. One comment suggested 
that the caloric equivalents of thle 
macronutrients may enable consumers 
to better utilize the information 
provided. 

The major arguments against 
CONTROL with Dietary Guidance were 

that the information is loo vague to be 
effective and adds clutter to the label. 
Some of these comments noted that the 
footnote discusses foods when the 
information on the label is about 
nutrients, so that, except for vague 
information about fat, no relevant 
information about recommended 
nutrient amounts is available on this 
label. Several comments argued that it 
would not be clear to consumers that 
the dietary guidance information 
applied to total diet and nof to 
individual foods. Other comments noted 
that because this format has not been 
tested, the agency has no basis to 
assume that consumers will be able to 
relate the dietary guidance to the 
nutrition information. Comments also 
pointed out that many calculation steps 
and further instruction would be 
required to apply the dietary guidance 
to the consumer’s daily diet. 

Some comments noted that the 
dietary guidance footnote would be 
problematic for meat products because 
it recommends a diet high in vegetables, 
fruits, and grain products, which might 
imply to consumers that they should not 
eat meat. 

The agency does not agree that 
CONTROL with Dietary Guidance 
format as shown in the format proposal 
is consistent with the requirements, or 
effective for meeting the objectives, of 
the 1990 amendments. The addition of 
the dietary guideline and calorie 
conversion information does not serve 
to put the levels of nutrients in the food 
into the context of a daily diet. 
However, the format includes 
information that helps consumers to 
understand the significance of the 
nutrient levels in the fobd. 

Therefore, the agency is incorporating 
one of the eldments from this proposed 
format as a mandatory requirement of 
the nutrition label format. Specifically, 
FDA recognizes that it will be useful to 
some consumers to have the caloric 
conversion factors an the label. The 
placement beside the nutrient names as 
shown in Appendix F of the format 
proposal is not acceptable, however, 
because the g/mg amounts will be 
placed beside the nutrient names in the 
required formal. Both pieces of 
information on the same line would 
decrease or eliminate the spacing that 
helps lo make the format 
comprehensible. Therefore, the agency 
is requiring that the caloric conversion 
factors be included on the nutrition 
label as a footnote, as described in 
S 101.9(d)(lU). 

12. New Formats Submitted as 
Comments 

160. One comment suggested a format 
for the nutrition label quite different 
from any other format suggested and 
quite different from any format that had 
been previously tested. Called a 
graphical profile, the format expressed 
quantitative nutrition information in 
terms of distance along a spoke 
radiating from a central point, where 
each spoke represented a mandatory 
nutrient component. The points on each 
spoke were connected with each other 
lo form a pattern that distinctively 
identified the nutrient profile for the 
product. The comment claimed that the 
format has a number of advantages, 
including: (1) Providing consumers with 
easily remembered mental “shapes” of 
the products that they wish to consume 
or avoid and (2) helping consumers to 
place the food in the context of a total 
daily diet by allawing for easy 
comparison between the shape of the 
nutrient pr&ile for the product end an 
ideal shape based on dietary 
recommendations. 

FDA is impressed by the ingenuity of 
this format but is convinced that such 
an innovative format for the nutrition 
label cannot be required without 
extensive consumer testing. No 
consumer research to support uee of this 
format to accomplish the requirements 
specified in the 1990 amendments was 
submitted. Furthermore, FDA notes that 
the format encourages a comparison 
between the specific food and the 
dietary guidelines, whereas the 
recommended comparison is between 
the total daily diet and the dietary 
guidelines. Therefore, FDA is not 
adopting the graphical profile format, 
The agency is prepared to work with 
interested persons to develop consumer 
research that would show the usefulness 
and validity of this format. 
H. Graphic Enhnncemenfs and Format 
Elements 

The agency received numerous 
comments concerning the various 
format elements and gra 
enhancements discusse B 

hit * 
and illustrated 

in the format proposal. 
I. Format Legibility 

161. Many comments. particularly 
from older and vision-impaired 
consumers and from organizations and 
health care professionals serving their 
needs, suggested that the legibility of 
nutrition information should be 
improved through regulations 
specifying larger sized or boldface type, 
easier to read type styles, use of upper 
and lower case letters, minimum type 



nutritioninf&m&m 
advantages and disadvexitw, 
pardcm?*‘lvhen t&me al8ms3nts my 

enables consum to raad%y obeame 
the information. 

With the aim of achieving minimal 
readability standards for the required 
nutrition Mnmsplan, FDA has 
developed knruee in &is dent, and 

B in the presenttion of&e new &34, a 

thepackegeendto 
recognizs the ihtion for what it 
is-a prOfib Qf the RUtTi8Ilt OOllt8l3t Cd 
the food. AMumgYh ZXBA is providing for 
sQm0 fhncibiilty h tabei l37c8cution, 

that sOme 
color as a i! 

roducts Zra&i&mally use 
read identiYier and print 

alternative, or in 

sign;nUIy degraded. 1 

Y 
the agency 1s committed to 

the flex& e application ofgraphic 
techniques to achieve an accepM310 
level of readability for the required 
nutrition information, FDA considers it 
necessary in order to ansure that the 
nutrition information is conveyed in a 
man-ner that enab3es the pnblic to 
readiIy &serve and comprehend such’ 
information to set minimal standards 
and requirements for nert& key grepbic 
elements of the nutrition label. Such 

on food packages. 
beneti fa DIE REM& the olrtst &&es&all 
increase in space a&tied to nutslfion 

applted the sama minimum type size 
requirement to the upper case **o*’ as 
well, whir.31 resulted in most 
mannfisciuren IIS@ a%l upper case‘type 
styles. The 

P 
ratiical effect of requi&g 

upper and - caee type styies and 
keeping bre sexm minimtlm type size 
requirement wi¶l be to increase the 
minimum e&e of~pper caee letters by 
appreximetefy Jo percent. To further 
compensate for the inuwesed demands 
on label space, PIIN *Ii al80w the 
information in th0 footnote, which 
unlike the product specific information 
is the same for all products, to meet or 
exceed a 6 point type minimum type 
size requirement. FDAconsiders that 
the requirements for upper and I- 
case type &yIm leeding, and kerning 
will en’hsnce the readability of 6 point 



type enaugh that it wiU nat prcwcsnt 
problems fur most eonsurners. 
Z. Other Graphic Enhancements 

162. s8vEml CaInmenfs fmm rfltailars, 
manufacturers, 

en!P 
Bphfc8 du8lgnars, 

universities, a nutrition 
professional group were dim&d 
~pecifkdl et mwsu piMing aa used 
inthegr & * adaptations atappgndix 
C of the proposeI. Two comments stated 
that reverse printing would be helpfnl to 
consumers and should be permitted on 
a voluntary basis. IWVW%r, the 
remaining comments addressed 
technical or legibih?y rohlems. Severe1 
comments stated that ii e fennat 
examples were not reedable, that the 
reverse printing over~#~hned @ifI 
smaller type, and thet %tacked” titles 
(i.e., with camponents arranged 
vertically, e.g., placing ‘servfngs”’ on 
one line and “per container” on tbe next 
line) were confusing. The principal 
technical prnhhmr mentioned was that 
reverse printing tends to f2i in and 
become unreadebIe, .depending on the 

P 
rinting process used and availtibb 

abel area. 
One menuEectursr of many pr&ucts 

stated that only two out of four 
processes used by the firm IWO Br 

*F 

able to implement the graphic 
adaptations of append3x C. hather 
manufacturer stated that it w&d he 
able to print rev&m grsphfcs only for 
large containers. A gruphfcs design firm 
stated that reverse printing adds 
significant casts. Another design firm 
cited two tech&u4 ba&ers to reverse 
printing: Mult&sfaeen lebals 8r8 
diffieuk to hold in aB~ment and retain 
chdty, and verse priatig cennat: be 
applied to peckeges w%h light 
backgrounds heceuse the heckgrormd 
must be dark for light, reverse p&t, to ’ 
show thmlgh. ThacomBfmts sw8d 
that many brand identificetion c&ors 
are light, and manufacturers obj,ect to 
having to change them, arguing th& 
brand identification would be lost. 

.FDA agreea that rsverse printing 
should not be required, given the 
di fficuhies mentioned in the urmm~ents. 
The agency finds convirmhrg the 
arguments against the legibility of 
reverse print discussed in the 
professional literature (Ref. IO?). 

Because of the need for ftexihility to 
place the nutrition penel in variously 
sized pan&. the agency does not ohlject 
to stacked titles. 

163. The majority of comments stated 
that other kinds of graphic enhancement 
of nutrition information, such as 
underlining, balding, and using larger 
type size or crmtrssting color, would 
encourage end as&t consumers in using 
the information. However, opinions 

were divided 8s ta whether the 
combination of enhance 
illustrated in appendix C of th@prnposal 
would be helpf& A number of 
comments criticized the gmphic 

app~&i&e~ e&nes the fnod 
supplp to efbrtb8nd 
consumisra&esetnendusaofthe 
nutrition Mesm&m~ 

clfv&per* and 8 BtitioR 
professional group steted that thu 
number of dffferent font sizes on a k&e1 
shauld he irdnimku3d to errsum 
legibility. O&e comment cited B book i-a 
support of this view [Ref. M&k Several 
comments urged PDA to keep the label 
uncluttered. Other - mided 
specific gr$&&uw for frra&nising the 
label’s usef&ess.~Theee g&d&i 
general&y inv&ed removfug es mu& 
print aspoesib~e, keeping tit&~ linear 
rather then strcking tbhena and 
includ’ 

he&h sducatfon arga&etio~~ en&sad 
voluntary, judicWs use of other graphic 
enhancements suck as specing, 
indentation, use of upper and bwer 
case letters, and selection of type fete 
and size. These -~gagarab 
opposed m&ng such enh-ents 
mandatory until caEtsumerr0ae8rchis 
condud to ensure thet they 
effectively aid crm- 
comprehension. other comments from 
groups representing alder readers and 
the vision impaired provided research 
demonstrating the importence of type 
size. type style, type spacing* the use of 
upper and lower case Iutters, and 
contrast between type and backgmimd 
to these readers. A consumer 
organization suggested that FDA 
establish an advisory committee of 
experts to provide guidance for the 
selection of graphic devices for further 
consideration. Two manufacturers 
opposed graphic enhancements 
altogether as contrary to the 
requirements of 1990 amendments for 
consistency in prasantation of 
information. One comment 
characterized the combination of 
extreme bolding and close proximity of 
columns in the graphic adaptation of the 
PERCENT DV with DRV form& as 
diverting attention from the quantitative 
values and stated that, with respect to 

the objentives of the 1~9 amendments. 
thu farmut cim6titutes neer Bxisbrflnding. 

Based on the resee&r submitted tn 
cornman& the agfmcy is convinoed that 
itcanproceedtn uire333aUiugraphi~ 
ef4hawemm. Whi =!a smuecomments 
quqtionealtlse 
requ’* &toh is 
time, &her eomrnerrts s&u&ted 
research @at demonstrated that these 
enharmer+&s ere eftbntive pad 
apprapriete for creating 6 nutrition label 
that is readit ohservabhi and 
compriehen K ’ L as required by the 1990 
am8ndrQ=a ‘h”“B”wvdys~ 
keeping the &rx& uncUtam 
fmp6Wnt~tbaaaforehasmi&&8d 

enhanc8mmat8 to comkiae, baaed OR the 

elements mandated psavide a%sueI~y 
integrated imsge that win give the 
nutrition lebel 8 uniformity of 
appearance ucross the various types of 
packages in tjae map; an&ill 
enhance ~XMWIUW 
inform&n. Far exarqrkz, an important 
element ia the appeamnce of the 
nutrition Ii&d is its 
In f IUWXU~N~VI, tE 

ttem of l+ing. 

requigineboldblg of th:E~ 
“Mitiaat Facts” whidi iobeina 

xlcikifian Md %a& other$3am8th 
on.,the package, es well as holding of 
headings of certain nutrient names end 
percentage amounts. The agency is 
convinced tit this and the f&her 
mea-th&itisreq&ingwlllaeFtrz, 
to establish +&I sepdisy idantifiehle 
‘%tok”thetitiaseekingandfindstohe 
necessary to achieve the relevant go& 
of the t9w amendments. 

U.X. Camrnsnts were received from R 
consumer, a health care provider, R 
State government agency, and two 
manufacturers suggesting that industry 
be permitted to use gra 

s 
hical devices, 

such as pie charts, to i u&rate nutrient 
content claims. Comments 
that uniformity of labeling CXJU d be T 

od 

maintained by requiring that any 
supplementary graphics be ple&d 
outside the nut&ion label area. Other 
suggestions were that FDA permit the 
voluntary inclusion on the label of 
information from authoritative sources, 
such as the Dietary Guidelines for 
Americans (Ref. 4) or Diet and Health 
(Ref. 3) to aid consumer understanding 
of nutrition information in the broader 
context of current djetary advice to the 
public. 

FDA has no objactions to the use of 
graphic devices to amplify or explein 
nutrition information, provided that the 
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illustrations are presented in a manner 
that is truthful and not misleading, and 
that the devices are not placed within 
the label area in which the nutrition 
information appears. The agency also 
agrees that supplementary information 
outside the nutrition label can hel,p 
consumers better understand the 
characteristics of individual foods in 
relation to the total diet. However, such 
supplementary information must be 
consistent with the requirements for 
nutrient content or health claims that 
are established in companion 
documents published elsewhere in this 
issue of the Federal Register. 
Manufacturers are also encouraged to 
utilize other means to disseminate 
dietary guidance information, such as 
incorporation of such materials in 
promotional and print advertising 
materials or by means of shelf talkers 
and placards at point-of-sale. 

165. Several industry comments, 
requested that manufacturers be given 
flexibility, either in the case of small 
packages or in general, to declare 
vitamins and minerals and DRV’s in 
either tabular or linear arrangement for 
both full and simplified formats. A 
manufacturer suggested permitting a 
linear array for micronutrients present 
at levels of at least 2 percent of the DV. 

The agency agrees that manufacturers 
need flexibility in accommodating, the 
required nutrition information, 
particularly for small packages and 
printable surface areas that are oddly 
shaped or narrow. Consequently, I;DA is 
providing options in the display of a 
number of the types of information 
required. For example, in 5 lOl.S(d)(ii). 
the agency is providing that the 
information about calorie-specific daily 
values and caloric conversion 
information may be placed beneath the 
vitamin and mineral declarations or to 
right of the Percent DV column. In 
5 101.9(d)(8), the agency is providing 
that the vitamin and mineral 
declarations may be presented vertically 
in the Percent DV column when more 
than four vitamins and minerals are 
declared or horizontally beneath the 
macronutrients. In § 161.9(f), the agency 
is providing for optional use of a 
simplified format under certain 
circumstances. In 5 161.9(j)(l3)(i), the 
agency is providing exemptions to the 
requirement to bear nutrition labeling 
for small packages, and in 
S 101.9(j)(13)(ii), the agency is providing 
options for intermediate sized packages 
to minimize the amount of label space 
that must be used for nutrition labeling. 
For small or intermediate sized 
packages, manufacturers may list 
nutrition information in a linear 
fashion, use certain abbreviations, omit 

the calorie-specific recommended 
nutrient amounts, or present the 
nutrition information on other label 
panels (see sections V.G.3., V.H.I., and 
V.J. of this document). 
3, Highlighting 

In the format proposal, the agency 
reouested comments on the feasibility of 
allowing highlighting as a voluntary - 
graphic enhancement of the principal 
Format. S ecifically, the agency 1 
requeste If comments related to whether 
the use of voluntary highlighting would 
confuse or assist consumers to observe 
and comprehend label information. 
Many different possible schemes for 
highlighting could be applied to the 
nutrition label. Many comments 
addressed noncontingent highlighting, 
in which certain material is highlighted 
regardless of any product 
characteristics, such as highlighting 
certain nutrient names (e.g., fat, sodium, 
cholesterol) or titles (e.g., Percent DV. 
Amount per serving) on the nutrition 
panel. Other comments addressed 
contingent highlighting, in which 
certain material is highlighted only if 
the product has certain characteristics, 
such as highlighting the nutrition 
information for fat on the label of a 
product that meets FDA’s criterion for 
low fat. In it’s research, the agency 
tested a contingent highlighting scheme 
that highlighted nutrients whose levels 
in the food qualified for adjectival 
descriptors (high or low depending on 
the nutrient) that were consistent with 
dietary guidelines. 

Many different possible techniques of 
highlighting exist, including boldface 
print, all capital letters, italic print, 
larger print, reverse print, different 
colored prmt, and color banding. In the 
format examples published in the 
format proposal, only boldface print was 
used for highli 

166. Many o B 
hting. 
the comments that 

discussed noncontingent highlighting 
suggested that highlighting should be 
considered as a format enhancement 
and should be used for column headings 
and names of nutrients. Other 
comments argued that the agency 
should require the highlighting of 
certain nutrients because of their health 
significance regardless of the level in 
the product. The nutrients most 
frequently mentioned in the comments 
in this regard were those associated 
with chronic disease, such as sodium, 
fat, and cholesterol. Most of these 
comments suggested that boldface type 
and all capital letters are adequate to 
achieve such highlighting. 

label highlighting should he mandatory 

Several comments addressed the issue 
of whether noncontingent nutrition 

or voluntary. Some manufacturers 
objected to any required highlighting 
because of the increased cost and 
increased label space required. Other 
comments argued that if highlighting is 
allowed at all, it should be mandatory 
so that the benefits of highlighting 
would be universally available to 
consumers, and so that labels would be 
uniform. Some of these comments 
argued that uniformity of labels is 
important to reduce consumer 
confusion. 

The agency agrees than mandatory 
highlighting imposes some burden on 
manufacturers and needs to be justified 
on the basis of obvious benefits to 
consumers. The agency also agrees that 
the use of highlighting to enhance 
column headings and nutrient names 
can increase the visual interest of the 
label and make it more legible for some 
consumers. 

However, the agency is concerned 
that allowing too many optional 
highlighting schemes will lead to less 
consistency between labels, and that 
highlighting has the potential to- 
increase label clutter and consumer 
confusion. Therefore, in $191.9(d)(i)(iv) 
the agency is re uiring mandatory 

1 highlighting oft e title of the nutrition 
panel, “Nutrition Facts”, headings 
(“Amount per serving” and “% Daily 
Value”), nutrient names (“Calories”, 
“Total Fat” “Cholesterol,” “sodium,” 
“total Carbohydrate,” and “Protein”) 
and percentage amounts for certain 
nutrients. The agency concludes that 
these requirements, by establishing a 
specific “look,” strike an appropriate 
balance between establishing a nutrition 
label that is readily observable and one 
that only increases clutter and 
confusion. 

The agency does not agree that 
nutrients associated with chronic 
disease should be highlighted. The 
agency notes that the revised order of 
the nutrients already calls attention to 
the nutrients of major public health 
significance. 

inconsistent and possibly self-se&r 

167. Several comments supported or 
opposed the voluntary highlighting of 
certain nutrients based on their level in 
the product (contingent highlighting). 
Supporting comments, primarily from 
food manufacturers or trade 
associations, argued that allowing such 
highlighting would provide useful 
information to consumers. Opposing 
comments, primarily from health 
professionals, professional associations, 
and consumer advocate or health 
promotion organizations, argued that 
allowing contingent highlighting on a 
voluntary basis would likely lead to 



highlighting that wonid be more f&z&y 
to mihtithm inform cnwswm%rs. 

sevewd CammaRts 63 
contingent highlighting lnl 

pa&d 
t 

recemmended that it 6s, subject to the 
definitions used in EDA’s research 
studies ar ta the reqmts far 
nutrisxrt GQintant claim% becavsa ., 
hi 

v 
f&f@ isa nntrkmt cent4 &m. 

Re ted comments suppnrted a Iiak 
between a nutrient content claim on the 
front panel and highiighting the reievant 
information on the nutrition Panel For 
example, if a low fat cIaim is made on 
the front panei, the nutritian 
information for fat would be 
hi lighted4 

P ome coplments recomrnmded that 
highIighting of und;rsirabe rather than 
desirable aspects of foods be required 
because manufacturers WI emphasize 
the good quaMWs, and snch 
highlight&g w& prclvldea befence. In 
contrast, a trade assocfatkm commented 
that the hfghiigJlting of ‘%ad” autl3ents 
shouM not be req&rad hecause ii would 
be misleading. Another comment 
suggested that highlighting he allowed 
only on a case-by-case basis so that both 
FDA and 6066 nwimhmm have 
mexbnmn~. 

some tz4mmmb q?#Mld~ MgMigbting 
and argued thrrit trttention s&o&d he 
drawn to aped&r nutrient #eve& by 
nutrient content claims ratherthan b 
highlight4 . f&her cemments argu 

3 
ecr 

that theh &btfngofpc&ive 
. informetiun o&y w@ acclbnzuate 

benefits 
abuwt ris ct 

‘thout in&s&g information 
and. will k+d consumers to 

ignore vital informati0n on neg&ive 
especto of cm&in f.k+odud6. S8veral’ 
comments finm fadnstry WBEB opposed 
to contingent MgMgMing henause it 
would communicete a good foodlloed 
food message. Several cumments stated 
that highlighting will kpty en 
educational message which is more 
approprfateky addressed in educational 
materials. 

Other comments opposed highlighting 
because, they claimed, FDA will not 
have adequate enforcement -:rces. 
Permitting voluntary highlighting will 
open the door for inappropriate use of 
highlighting, which wilI than require 
additional regulatory intervention. 
Another comment, ccmSist8nt with 
comments about r&her forms of dietery 
guidance on the label, argued that 
ssledive highlighting based on rznrent 
dietary recommendations will chrmge 
over time; and that it is unwise to 
include shifting format elements on the 
label. 

FDA is not persuaded by the 
comments thet contingent higbl~~~ti~~ 
on the nutrition label will hen&t 
consumers. Consumer research did not 

QZ this documentt. There is no 
consensus among the coast& and 
thecxIxwamrssearcbdoe&nat 

The inwnsistmcy af lab&s that 
wouM i-es& elm bds tha sgency to 
~~~~~~~~g~~~~ 
allowed on 8 c2&e@-by-aww b6sis. 
Consfstent treetment d simfhar 
information is imperIark$ for effecfive 
use of tha nuti k&d hy -. 
FDA egrees thaC&~W w be drawn 
to the levels of specific nutrknts in a 
food by rnl‘trierkt content c.#atmSrs&er 
than by l-+&b- in- ml dl8 
nutrition-tatiea. Because of pFcbtens of 
inconsistent treatanent of similar 
information and the lack of 
demonstrated benefits in the research, 
FDA is not eflowing the use of 
contingent hfghlightfng on the nutrition 
label. 
4. Adjectives 

168. A majority of the comments that 
addressed the issue of sdjsctives were in 
favor of their use in some context. 
S8V9Kih CT0m-r @OWpS J’tWWWWancted 
that the PERCENT DV with DRV format 
be enhanced by a footnote providing 
FDA’s definition of high and Iow for 
nutrients. The comments argued that 
adjectives help consumers to make 
qualitative judgments about the food 
without having to make celcuiations or 
evaluate percentagas. Some comments 
noted that the ADJiXTfVE format was 
the most preferred in PDA’s research. 

In contrast, oomme~ts opposed to 
adjectives in the nutrition 1abeP argued 
thst they efutter the farmat and would 
be redundant with PERCENT DV 
formats. Comments altso expressed the 
concern that the wide range of vajues 
that will fail in the medium ctltegury 

PERCJBT DV with DRV format. The 

agem@ mseercb show%d that 
ccmsumess8se Ite to make sanrrete 
high/low @dgments ueing Percents 
alone, end that when ~sumers relied 
on adjectfves (see see&W V.D.2.e. 
above], they tended to ovsrkok nntrfent 
diW ff the rmtrk&e were 
des&bed b#tk same add’iGmf +&& 
the k&d wifhout berm& to consumers, 
Therefore, PlJA is not r&d&g for the 
addition of adjectfves o the PERCENT P 
DV with DV kumat. 

A few cnrnm%uts misad farm&t kwwes 

specie1 
discussed here. 

disphlys be mwch greeter 6 
requirements then the f&$fe r ae 
display required for moeI food products. 
FDA notes, however, that dual 
de&ration displays are v&n&try, not 
mandatory. For this meson, FDA does 
not agree that the reqrrirements of dual 
declaration displays should he a 
determining factor in the decision’ebout 
the nutrition label format. However, 
FDA does agree that the unique 
requirements of dual de&ration 
displays should be accommodated as 
much ss possrhle within the constraints 
of the format that is required for aI1 
nutrition labels. and the agency 
therefore has created a new section, 
5 101.%(e), to specifically address th8 
format of the nutrition label when dual 
columns are utilized. 

FDA notes that several studies 
submitted as comments or listed in the 
format prcpsal found that dual 



declaration display5 of an kind mada 
the 

I! 
roduct nutrltian~ !#igRecgntly f 

har er for con9umers to use end 
understand (see section V.D.2, of this 
document). The execution of dual 
declaration dtsplsrs for the ,FBRCiRNT 
DV with DV‘tbrmat in the -A 
indus 

3 
study (Ref. 71) demonstrated 

the pm lem with mult@ column 
display5 on the nutrition label. Ia that 
study, a number of the dual derkratton 
displays placed both glmg and 
PERCRNT DV declarations in separate 
columns on the nutrition label, resulting 
in as many as five columns of 
information when DV’s were listed. ‘The 
display was complex and cumbersome, 
but it is not the ordy. and certainly not 
th8 b&t, way tcr execute tha=miT 
W format with dual de&rations, 

FDA’s execution of the PERGENT DV 
format Ggtudy 2 (Ref. 70) purposely 
arranged the perumt diecfaratfons in two 
columns and presented a single g/m:g 
declaration per nutrient in a noncolumn 
array next to the nutrient name so as not 
to intrude visually on the c~hnnns of 
percents. With this. execution, the 
PERCENT DV with DRV format 
performed as well as other formats on 
labels u&g,dual de&rati&~~~s. 
The agency is con&me& 
declaratfenexeoutistenltibns &lre$RR~ 
DV with-DV frtrmat should fi&ow the 
pattern of minimf*g the numbar of 
columm? diaph@tg n~atnomrt per 
serving information.,~~gly, in 
5 101,9(e) the da&ration of the required 
g/mg nutrient amounts on dual 
de&rattan nutrition labels is required 
to follow the same requirement5 as for 
single dechtrationnutrition labels, 
which is to be in an unordered array 
next to the nutrient name. Hacement of 
optional glmg~amounts is discussed in 
comment 170 of this dtbcument. 

170. A comment argued that declaring 
two s/mg amount5 in parentheses next 
to the nutrient name as proposed in the 
dual declaration format example 
included in the format proposal looks 
like “matrix coordinates” and is likely 
to be confusing to many consumers. One 
comment suggested an alternative for 
presenting dual declaration g amounts. 
The comment suggested that only the g/ 
mg amounts of the product as packaged 
be in the table. and that a footnote 
provide the addittonal amounts in the 
second declaration for the food. 

FDA agrees that even when presented 
in a noncolumn array, the declaration of 
two g/mg amounts for each nutrient on 
the nutrition iabel (e.g., one each for as 
packaged/as prepared or per serving/per 
100 g) in addition to two columns of 
percent DV amounts for nutrients 
having DV’s is likely to be cumbersome 
and confusing to some consumers. 

de&red. in a nones J@M array does not If 
legkogamount 

have a detrtmental em on consume~~s’ 
abilities to underatand’end use the 
nutrition tnfknation on the label, but 
FDA didnot test a format with two s/ 

convinczed b”y@bti 
BY : :, f ;g%&+ 

-Tiiiat Comment 43ily a 
single @rug emotmt (tts packaged and 
accordingt,o the label serving sins based 
on referent amounts in S 101.12(bl) for 
each nut.&mt should be required in dual 
declaration labels. The second set of s/ 
mg &nount5 may be presented 
optionally next to the required g/mg 
values, differentiated &om them by a 
comma or other mean& Alterntlve~yi 
the second set ofg&ng amounts may be 
presented in a foo@tot% When the 
second set of g/rap; amounts is pre5ented 
in a footnote, e&b& the total amounts or 
the additional amounts play be 
declared. When the additional amounts 
are declared, only those nutrient5 that 
ere present in different amounts than 
the amounts de&red in the required 
g/mg Information may be listed. The 
footnote mu5t clearly state which 
amount is declared. .Tha agency has 
included t&s nr&don in 
§ lOl.Q(0)f3X~j. 

Rxamnles of nutrition label formats 
for products Ming a dual declaration 
display.that~ ta tha n8w 
regulations are presented in appendix E. 
J. Simplified Fonn~t 

Most comments from consumers, 
industry, end professional organizations 
supported the conkept of using a 
simplified format stating that it is easier 
for consumer5 to undemtand. cuts down 
on label clutter, and gives 
manufacturer5 flextbihty in 
of labels. The comments an (P 

reparation i 
FDA’s 

response to concerns raised by the 
comments are summarized below. 
1. Terminology 

171. A few comment5 commended 
FDA and USDA for attempting to bring 
consistency to nutrition labeling 
regulations by allowing for similar types 
of simplified formats but requested that 
the two agencies use the same term 
rather than “simplified” format in FDA 
regulations and “abbreviated” format in 
USDA re 

Both 8 
lations. 

A and USDA are in agreement 
with these comments. In accordance 
with the language in the 1990 
amendments, they will use the term 
“simpli5ed” format. However, because 
the foods regulated by each agency are 
different, the specific regulations 
pertaining to the simplified format will 
differ somewhat by agency. 

172. ~&War&%8 *o+nments diaagraad with 
FDA’s in 

““p”“f” 
’ _; .:~t.@l sf ailIt part of 

5ection 408 #@HCi) oft& agt which 
5tates “the ge&f&uy s&d nk@lg the 
amounts of sir&t nutrje~n~Uto be stated 

comments urge4 that u5e of the 
simpli5ed format be optional as, in 
some instances, consumers may be 
better servedby one uniform nutrition 
label, and manufacturersshould be 
given the Bexib&ty to meet consumer 
preferenc$35.%I IN 
being vohmter$ 

Rktr$ of such 14$%$fng 
tf: e&nnment dted the’ 

fol~awing ~egislatfve history: 
However, the bi13 prevtdes fhat the 

sear0 
?I *’ include 

mqypmd tha tnfotmation to be 
ontha label or lsbshn~ in a 

siinpliftad t&m if afood contst& 
tnslaaificant amounts of mars than on&half 
of the riutrient&equimd to be on the label. 
(emphasis added) 
(Ref. 16) 

FDA advises that&e draft legislation 

the igtt+nt of Cogqres5 is not cfear. The 
agency aoknowiedgas that it is possible 
that Congress was merely trying to 
require that the final regulations provide 
for a 5imRhfied format rat&r than 
requiring that the format be used 
whenever a ,&od met the qualf@ing 
criteria. I3r fact, tnasmuch as the intent 
of the 1990 amendments was to increase 
th8 amount of nutrient information 
provided to consumers, it is not entirely 
consistent that the act would require 
less informatton on certain foods. 

Based on reassessment of the statute 
and its legislative history in response to 
the comments, FDA concludes that use 
of the simplified format should be at the 
manufacturer’s discretion, whenever a 
food product meats the criteria of 
containing insignificant amounts of half 
of the required nutrients. Accordingly, 
FDA has modified S 101.9(f)(l) by 
changing the word “shall” to “may.” 

173. A comment from a consumer 
group suggested that FDA require a 
different base than one-half of all 15 
required nutrients for determining if a 
product qualifies for the simplified 
format because using all 15 nutrients 
results in “double-dipping,” The 
comment suggested that calories from 
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fat should not be included bemuse total 
fat represents the same nutrient, and 
that total carbohydrate should also not 
be included because complex 
carbohydrets and sugars comprise total 
carbohydrate. The comment stated that 
this procedure would result in a base of 
13 different nutrients, of which seven 
must be present in insigniffcant 
amounts to qualify to use the simplified 
format. 

FDA agrees that counting both “total 
fat” and “calories from fat” for the 
purpose of determining whether a food 
qualifies for use of the simphfied format 
results in a double count being given to 
the fat content of a product. The agency, 
therefore, has deleted calories from fat 
from the qualifying criteria. However, in 
the case of “total carbohydrate,” the 
agency notes that 5 lOl.Q(c)~S) is revised 
to delete “complex carbohydrate” as an 
element of nutrition labeling. Although 
“other carbohydrate” replaced 
“complex carbohydrate,” the 
declaration of “other carbohydrate” is 
not mandatory. Therefore, the required 
subcomponents in 5 101.9(f) no longer 
comprise the total amount of the 
component “total carbohydrate.” 
Accordingly, “total carbohydrate“ must 
continue ta be included among the 
nutrients used as a base for determining 
whether a food qualifies for use of the 
stm 

Ii 
lified format. 

T e deletion of “calories from fat” 
and “complex carbohydrate” results in 
a base of only 13 nutrients. According 
to section 403(q)(5)(C) of the act, the 
simplified format is to be allowed if a 
food contains insignificant amounts of 
“more than one-half the nutrients 
required * * ‘.‘I Therefore, it follows 
that the simplified format may be used 
when a food contains insignificant 
amounts of seven or more of the base 
nutrients. 

As a result, and in accordancle.with 
the reordering of nutrients in $101.9(c), 
FDA has modified 5 101.9(f) to state that 
the nutrition information may be 
presented in a simplified format “when 
a food product contains insignificant 
amounts of seven or more of the 
following: Calories, total fat, saturated 
fat, cholesterol, sodium, total 
carbohydrate, dietary fiber, sugars, 
protein, vitamin A, vitamin C, calcium, 
and iron.” 

Although PDA has deleted “calories 
from fat” from the list of nutrients in 
!j 101.9(f) used to determine when a 
product may use the simplified format, 
“calories from fat” continues to be e 
nutrient that must be declared under 
section~403(a) of the act in nutrition 
labeling when present in more than 
insignificant amounts. Therefore, FDA 
has modified 5 lol.o(f)(3)(ii), 

redesignated as 5 lOl.Q(f)(Z)(ii), to 
require declaration of calories from fat 
in addition to any other nutrients 
identified in f 101.9(f) that are present 
in more than insignificant amounts. For 
the same reason, the agency has 
modified 5 IOl.Q(f)(4) to require calories 
from fat to be included in the statement 
“not a signidcent se- of ” if it 
is present in insignificent amounts. 

174. One comment uested that 
FDA confirm that eligibi ‘ty for use of “z 
the simplified format is not limited to 
those foods listed in the sup 
proposal as examples off CK 

lementary 
s that 

would use the simplified format (56 PR 
60421 at 60474) but that the use of a 
simplified format is determined on a 
product-by-product basis. 

FDA advises that the interpretation in 
the comment is correct. The 
determination that a food qualifies for 
the simplified format is dependent on 
the amount of nutrients in that food. 

I 75. Some industry comments 
requested that FDA provide guidance on 
how the sim 
foods for chi P 

lified format applies to 
dren under two years of 

age as these products are exempted by 
proposed S ‘?OJ,9(j)(4) from labeling of 
celories from fat, ‘sarui9ted @ , and 
cholesterol, all of r&k$~ are indluded in 
the list in proposed f 101.9(f)(l) of the 
15 “required nutrients.” Comments 
questioned whether the stipulation of 
insignifkant amounts of ef+i or more 
required nutrients for the simplified 
format applies to such foods and if it 
does apply, whether calories from fet, 
saturated fat, and cholesterol are 
included in the eight insignificant 
nutrients, even though they are not 
re uired to be labeled. 

z developing the proposed rules, 
PDA did not consider the application of 
regulations governing the use of the 
simplified format to foods for children 
less than 2 years of a e. 

%  
Since these 

foods have a require base of only II 
nutrients (i.e., calories, total fat, sodium, 
total carbohydrate, dietary fiber, sugars, 
protein, vitamin A, vitamin C, calcium, 
and iron), it is appropriate that they be 
allowed to use a simplified format when 
more than on&elf (i.e., 6) of these 11 
nutrients are present in insignificant 
amounts. Section 101.9(f) has been 
modified to include this provision for 
foods for children less than 2 years of 
age. 
3. Definition of “insignificant amount” 

176. A few comments recommended 
changes in IDA’s proposed definition of 
“insignificant amount” of a nutrient es 
that amount that allows a declaration of 
zero in nutrition labeling. The term 
“insignificant amount” was used in 
section 403(q)(5)(C) of the act in 

reference to when a food would be 
exempt from nutrition lab&n 
(proposed 5 101.9(a)) and to w L n a 
food would qualify for the simplified 
format (proposed 5 101.9(f)(l)). 
Comments on both uses of the term ore 
discussed in this section to ensure . 
consistent use of the term. 

A f* commenb e&ted that the use of 
a mathematical bese for determining 
“insignificent amounts” does not 
consider the actual need for the 
nutrients in the meintenence of good 
health, and that because ,FDA proposed 
to define “source” as from 10 to 19 
percent of the RDI or DRV, enything less 
than 10 rcent should be 
“insigni F cent.” @her comments 
recommended the level of insignifi&nce 
be changed to 0.5,2,5, or 6 percent of 
the RDI or DRV for particular nutrients. 
Another comment noted that defining 
“insignificant amount” as an amount 
less than 0.B g of carbohydrate and 
protein is in conflict with the definition 
of “insignificant amount” for calories as 
less than 5 calories, given that 1 g of 
carbohydrate and protein furnishes only 
4 celmi~. &mnment also steted thet, 
as a praqt&al~ matter, cqnqqnera cannot 
reesonebly ,$e expected to differentiate 
~~~~~~~~~~~M* ofhealtb 

into consideration wheA’%  tked its 
prqoatfd k&f&Man of “i$ ifkent 
amount” for eel&s ~(irmti & dlXi0S 
from fet), total fat, i&&&e&, sugars, 
and sodium on the emovt defined as 
‘Tr+ under the propoae4 nutrient 
content claims rule (see final rule 
entitled “Food L.&u&g: Nutrient 
Content Claims, General Principles, 
Petitions, definition bf ‘Ternd 
published elsewhere in%th$s issue.of the 
Federal Regi&tr). (In addition, in the 
final rule on nutrient conk& claims, 
FDA defined “saturated fat free” es less 
than 0.5 g of saturnted fat per aerving.) 
For most nutrients. FDA hes determined 
the level that is dietetically trivial or 
physiologically inconsequential (56 FR 
60421 at 60433) and has estabdshed 
those levels as the “free’* levels. 
Therefore, for those nutrients for which 
a level of “free” has been defined, FDA 
is denying the request to change the 
definition of ’ amount.” 

For those m  that are 
required to be included in nutrition 
labeling but that do not have definitions 
of “free” levels (i.e., total carbohydrate, 
dietary fiber, and protein), FDA has 
reconsidered the proposed amounts 
and, in accordance with the comments, 
it is specifying in 5 101.9 (f)(l) and (j)(4) 
that an insignificant amount of these 
nutrients is “an amount that allows a 
declaration of less than 1 g.” Because I 
g of each of these food components 



nutrients. Pot other nutrients, FDA 
advises t&at Brms should determine 
label values to be fn compliance with 
f 101.9 

‘$;1 
and then d&rmine, based on 

thwe VB eri. whether or not a food 
qualifies to UE~ the simphffed format 
4. Nutrients To Be De&red 

178. While most comments supported 
Fhe required declaration of “core” 
nutrients (i.e., calariea,~totai fkit. total 
carbohydrate, protoin, and sodium) in 
the simpli&d form&, a few comments 
requested that the proposed mandatory 
declaration of the “core*’ nutritmts be 
deleted. Comments from firms 
manufkturing h 

ii3 
chewing gum, 

and- spices reque &at FFIA adapt a 
more simpHged format for foods that 

requested change. 
179. A few comments fkom the soft 

moat ktkt~~y regard as ‘sugar’-table 
su ar.” 

x s discussed in section IILF.3. of this 
document, tile agency has concluded 
that the mandatory declaration of sugars 
content in nutrition labehng is 
consiw with Fh% la%v. In regard to the 
simpPPrwf format, the 1%~ amendments 
and its logisiative history give no 
direction on the content of the 
simplfied label, only that it be “in e 
simplified fami prescribed by the 
Secretary.” Baaed on the criteria 
Congress put on the use of the 
simplifted format, it is possible to infer 
that its purpose is not to save space on 
the label nor to allow the declaration of 
otherwtse mandatory nutrients to be 
omitted, but rather to modify the label 
by allowfng nutrients not present in 
significant amounts to be omitted. FDA 

of statement “Not a 
sourcfJ CP 

supported the proposal. Hawever, a few 
comments Mm consumed hflaJt.$~ 
profession& associat&na and industry 
suggested that ell simplified labels 
should indude a statemant identifying 
those nutrients present in insignificant 
amounts, such as “Not a significant 
source of -.” One comment 
stated that consumers may be misled by 
the missing information unless the 
nutrients that are not present are 
identified. Two other statements that 
were suggested were: “This product 
does not provide you with any 

” Where the blank ia filled in 
with the names ofnutrienta pmaent in 
insignificant amounts, or a statement 
that informs consumers that “This food 
contains less than % of the nutrients 
re 

1 
uired for full nutrition labeling.” 
DA is nbt oersuaded that consumers 

will be co&o&d by the absence of 
certain nutrients 0r-1 simplified labels. 



lost of the foods that will be able to use 
this format are basic commodities or 
simple foods (e.g., oil, butter, sugar, 
syrups, juices, drinks] for which it is 
reasonable to expect that consumers 
will know that the missing nutrients are 
not present in the food. Therefore, in 
response to the Congr+siorral intent 
that the label be “simplif&rd,” the 
agency is not making the suggested 
change. 

181. Other industry comments 
generally op osed requiring such a 
statement w If en additional mrkrients are 
voluntarily added to the food or 
declared in the simplified format on the 
grounds that it clutters the labal with a 
long list of nutrients that are not 
present. One comment at&d such a 
requirement is discriminatory,, 
especiall if the additional nutrient is 
declared & cause of a nutrient content 
claim. Another comment suggested that 
simplified labels that declare naturally 
occurrin 

f 
nutrients be Mated 

different y from those that declare 
added nutrients. Several comments 
suggested that the statement “Not a 
significant source of other nutrients” be 
used in lieu of the proposed statement 
as this would provide consumers 
information tithout cluttering tire label. 

FDA disatrrees with the comments. 
When nut&& are voltmtarily added to 
a food or voluntarily declared in the 
nutrition label, or when a nutrient 
content claim is made on the label, the 
food is being marketed as asignificant 
source of nutrients. In such cases. the 
food label would be in violation of 
section 201(n) of the act unless 
consumers are advised about the full 
nutritional profile of the food. 

FDA shares the concern about the 
space required by the list of nutrients 
not present. However, the statement 
“Not a significant source of other 
nutrients” is too broad and therefore 
could be misleading on a large 
proportion of foods. Even though the 
food may not contain significant 
amounts of the nutrients required in 
5 101.9(c), it may contain significant 
amounts of other essential nutrients that 
are not uired to be declared in 
nutrition abeling. The language “: 
suggested by the comment, however, ’ 
asserts that the food is not a source of 
any other nutrients. Thus, to determine 
whether such a statement is true. it 
would be necessary to analyze for all 
known essential nutrients. The agency 
believes that such a situation makes no 
sense and therefore is not making the 
suggested change. 

182. One industry comment ,opposed 
the exemption of standardized enriched 
foods from the required statemsnt “Not 
a significant source of I, , 

stating that there is no basis for treating 
different food products (i.e., 
nonstandardized enriched foods) 
discriminatorily. Another comment 
wanted FDA to state that the eddition of 
a nutrient such as vitamin C to a food, 
if required by a standard of identity or 
anofhr gov~t. iz$andard (i.e., a p~ass;speetl *@gjJ$rji f& uge 
in the Special Supplemental Food 
Program for Women, Infants, and . 
Children (WIG)) would not require the 
statement “Not a signifkant source of 

FIBA is pkmaded that foods 
containing added vitamins and 
minerals, whether under a food 
stand& or not amd whether raquirad by 
purchase specifi&ot~ or not, should 
be treated simil&l . Therefore, FDA has 
modified pro %101*9[f)(4)t0 
requjre that i PJ any vitamin8 or minerals 
are declared as part of the simplified 
format for any reason, the stet8ment P. “not a significant source of 
shall be included at the bottom of the 
nutrition label. This statement is also 
required if any additional naturally 
occurring nutrients are voluntarily 
declared in the simplified format. To 
clarify the regt@tion, the requiremant 
that any added vitamins and minerals 
mustbedeclaredaapartoftlie 
simplified format is removed from 
propomd 8 jUWr)(4) to‘become new 
§ lOl.Q(fl@)(iv). Addttionally, 
5 iO1.9(4(4) ia subdivided into 5 1Oi.9 
(fI(3Iand (r)(4). 
6. Format for the Simplified Label 

183. Many comments from industry 
responding to the supplementary 
proposal were opposed to requiring the 
DRV list in the simplified format, 
arguing that such a required list would 
considerably expand the simplified 
format and therefore defeat its p 

A few comments responding to “%““* e 
format proposal argued that examples of 
simplified formats illustrated at 
appendix D of the proposed rule were 
merely abbreviated versions of the 
nutrition label format and not simplified 
formats as called ,for by the 1990 
amendments. These comments were 
particularly critical of the inclusion of 
the listing of DRV’s in the simplified 
format because they argued that an 
abbreviated list of DRV’s would 
communicate incomplete. and therefore 
misleading, information about a total 
daily diet. Other comments supported 
the examples of simplified formats in 
the proposed rule on the grounds that 
they eliminated unnecessary 
information but retained a consistent 
ap 

FD 
earance with the regular format. 

A agrees that an important 
consideration for the simplified format’ 

is that it retain common elements with 
the regular format to facilitati consumer 
understanding and use of the nutrition 
information. FDA does not agree that 
section 403(q)(g)(C) of the act requires 8 
simplified format that ia simpler in 
other respects than being an abbreviated 
veM$ of tbs mgsh@wt, ~$8 
diacusaed in ckmmt 179 of this 
document, the 19~1 amendments and 
their ltqidative l&q give nodirection 
on the content f&e ai& I&XI format. 
However, FDA apztes wi L 

wssed 
the copcem 

“g 
&but iI+ V&M of au 

ab reviated list ofDRV’s. Asker careful 
considemtiun of the commenta, the 
ugeyy ia rxmvinced that by decking 
quantitativa ~tsa&i peroimt of Daily 
Values, the aikplified format will retain 
sufftcient cominon deqswntt3 with the 
regular format to fad&ate coneurner use 
and comprehension. The agency is also 
convinced that not requiring the full 
footnote and calorie conversion 
informu~on required in 101.9 (d)(g) 
and (d)(Q) on the &nPli i ed format will 
not sacrifice important ob ectives of the 
legialetion because the in L adon is 
not specific to the particular food and is 
available on a aignifkant 
food supply. w, PDP”” 

onofthe 
A is 

requiring in S %U#(fJ($l that a 
simplified fi3rrr&i&@.u only 
quantlt&ive and P&+#e$t of Daily Value 
information ikihi, bema furriiat as 
required for full ‘or d&l &it&ion 
labeling in S 101.9 (dl and (e), 
respectively. 

184. Comments to the format pro 
88 

osal 
addressing the use of the sim Ii3 
PERCENT DV formata 

or 
IBruE 

preferred the use of c urnna rzher than 
the in-line presf~~tadon. Comments 
stated that the in-line presentations 
appear signifkantly more difficult to 
use and make it diffknlt to distinguish 
the actual quantitative amounts from the 
DRV’s. One comment was received tim 
a consumer interest group op o&g the 
line concept on the grounds 83 t it is 
difficult to read, confusing, and will 
allow a company to hide&e content of 
fat, sodium, or other undesirable 
nutrients in the product, The comment 
maintained that‘if a line format is 
allowed, it should only be permitted 
when no additional voluntary 
disclosurea are made. The comment 
stated that such additions would make 
the nutrition information comparable in 
length to the required format, and FDA 
has already determined that the 
required format would not be legible in 
a line format. However, several industry 
comments were received in support of 
allowing the abbreviated nutrition 
information to be presented in either 
vertical columns or lines because of the 



flexibility and saving in space provided 

1 is. 

The 1990 amendments granted an 
exemption fmm mandatory nutrition 
labeling far amali businesses. Under 
section 403(q@)&j) of the act, a small 
business is degned as a huainess titb 
less than $%m,mm amlal gross sales of 
food or any commodity, or a business 
with annual gmss aales of mom than 
$SOO,UUU but leas than $3~00 in food 
sales. The exem tion does not apply to 
bdmse products &J t make nutrition 
claims or provide nutrition information. 

186. Many comments from industry, 
trade associations, and international 
organizations have stressed that the 
dollar exemption limits in proposed 
S lOl.Qfj)tl) that implement tbe 1990 
amendments em too low. The comments 

substantial pm-bon of annual p&fit& 
loss of tow volume product lines, and 
small buain&s&&m, 

statutory exemntkm-&UW&X&W 

unitsa& of a pakicukr p&&i& hn3, 
basing the exemption on the number of 
employees, or any combfnation of such 
options. Comments wem also requested 
on the fekbility of cork hanca with 
various limits and the e Act OAthe 
p’ of the diet bearing nutrition 
labeling. 

Theagency has Compiled the 
information it received. however, at the 
current time the agency is constrained 
by the uirementa 
403faSl Ill of the act. Therefore, ? 

af section 

§ lol.9ljl(l)O has not been changed UF 
Con ss amenda the statute, FDA till 

$” imp ement the change as soon as 
possible thereafter. 

187. Comments have questioned 
FDA’s interpretation of that part of 
section 403(q)(5)@) of the act that states 
“Ha person o%rs food for sale * * l 

B. Ready-to-&t Foods 
188, Commenta at&d that propoeaa 

§ 101.a) &@I and (j&3) d.kI not 
adequately track section ~30@)0($) 
and LqH5MAlNJ af tim SI% wbtda both 

ertah to foodsreedy for conaum 
gut differ in that section 403(q)@ 

an 
Iv A)(i) 

oftheactad$besf#sfoodaBgFYedfor 
immediate human c on$umptioAaa$ 
section 403(q)(S)IA)(fi) addresaea similar 
types of foods that are sold ready for 
human consumptian but not far 
immediate human consumption ahd 
that are processed and prepared 
pTimarily on the premises, 

The agacy is persuaded that 
proposed § 101.9 
supplementary m 

f-i&m&” 



labeling proposal (56 FR 60366) (which 
were based on proposed 8 101.9 (h)(l) 
and (h)(3) in FDA’s Jtd IQ, lQQ0, 
mandat 

“Tr L 
nutrition la ling proposal) 

did not a equately imphnnnnt the 1990 
amendments. FDA is.ther&re revising 
these two sections as diaoussed below in 
accordance with tha IQQQ amendments 
and’in res#&@e to comments. 
I. Foods for immediate Human 
Consumption 

in 
P 

quad 5 101,9(j)(2) of its 
supp ement prwosal(56 F%, SOSSS), 
FDA pm a 
products 

to exempt “foodl 

other fo J 
rovided by restaurants or 
-8 f$cilities offering 

restaurant-type servicee (e. ,I 
delicatessens, bakeries, f * & facilities 
in organiseti4ms such as s&of&, 
collegesc hospitals. and&ansportation 
carders (ma& as trains and airphmes)).” 
While this list was not ah-inclusive, it 
was intended to respond to section 
403(q)@)(A)(i) of the act which directed 
the agency to exempt food “which is 
served in rwtsymts or other 
establishments inwhich food is served 
for immediete human consumption 
* * *.‘I Examples of oongressional 
intent concerning de typee of fatilities 
covered by section 4Q3@(S)(A)(i) of the 
act are limited in the le@&tive history 
to cafeterias and hospitale (Ref,. 16). 

189. Whrle many comments 
supported the exemption in S 1.01.9(j)(2) 
for restaurants, several comments 
requested clarification about the 
coverage of the proposed section. For 
example, omnments asked whotber it 
covers retail confectioners, ready-to-eat 
food carryouts, vending, machines, and 
food delivery systems such as meakon- 

v wheels programs or establishments such 
as pizza-delivery companies. Comments 
also pointed out the great diversity in 
the types of establishments in which 
food is served for immediate human 
consumption in the United States. For 

. instance, comments stated that in 
addition to full-service restaurants, 
many establishments such as 
delicatessens, bakeries, candy stores, 
and convenience stores provida 
customers with tables and chairs to sit 
and immediately consume foods 
purchased. Others, whether for lack of 
space or for other masons, do not 
provide such feoilities. For example, 
frequently food franchises in shopping 
malls sell cookies or other snack foods 
expecting customers to eat the foods 
while walking in the mall or while 
sitting on benGhe$ located throughout 
the mall. 

Comlnents from a company producing 
sandwich and salad items in a 
commissary for sale in vending 
machines requested to be included 

~d~~~~~~ 
subject foods are sold for 
consumption, not for “take-home” use. 
and beoause the foods are prepared in 
a comm&ary kitchen nimilar to a 
rwtauwQt?Gafetwi% kitGhexl, where 
foodu&oaesem&dbyhendand 

prohibiting common ,&ay-to-dt$ 
variations in the food items produced, 
and wvuld reqnire larger’labebs or 
smaller type&m, b&Jr of which would 
be difficult or im ossible to read 
thmxgh the sfmd*iaw dim of a 
r%mt%d v%rx* &de. 

similar& 
that seme L-J 

, one comnmn% pointed out 
ds s&l in convwience 

stores are inter&d for immedi&e 
human consumption and compete 
directly with fbods served by 
restaurants and delicatessens. It stated 
that m&y etoms have seating areas for 
cuetomers to use while eating foods 
purchased on-site, and that in some 
states, euch 6zonvMence etores must 
have restaumnt licenses. Foods sotd 
raage frvm self-service beverages to 
prewrapped eandwichee, pmpered off- 
s&e by vendors and offered for s& in 
store display Gases. 

FDA notes that section 463&)(5z(A)(i) 
of the act addresses restaurants and 
“other estabhshments in which food is 
served for.&mnediazpe human 

les 

amendments, the ency is revising 
proposed 8 161.9(j) 2) to include a new 75 
paragraph (if) that states that the 
exemption is to in&de ,food products 
served in “other establishments in 
which food fs served for immediate 
human consumption.” in addition, in 
response to comments seeking 
clarification of the coverage of such 
“other estabbshments,” and in 
recognition of the diversity of food 
service operations in the United States, 
the agency advises that while some 
enforcement decisions will need to be 
made on a case-by-case baeis, for 
efficient enforcement of the ect, it is 
providing in 5 lOl.Q(j)(Z)(ii) that, in 
addition to food service in hospitahr and 
cafeteries, the agency considers that this 
exemption applies to establishments 
such as bakeries, delicatessens, and 
retail confectionery stores where there 
are facilities for “immediate 
consumption” on the premises (i.e., 
tables or counters with chairs); to food 
service vendors such as lunch wagons, 
mall cookie counters, vending 
machines, and sidewalk carts where 
foods are generally consumed 

403(q)(S)(A)@) of the ad because 
vendingmechines 8wps food for 
hxlle&@% 4TGea-m find th%mx is xl0 

agrees that some foods sold in s&h 
storw b%ar many xsiwaritiw to f&ds 
sold at restaurants and d&catossens 
and should qnahfy for &n&r 
exemptions. Because &zuma&&a will 
vary greatly accordi@ to the services a 
particdar convd~~ store of&s, it is 
not 
foo sdoordonot cf 

osaibk3 to state precisely which 

E 
e tv provide 

nutrition lab&g, ._ ,&er, 
determinatione w$N%ro b be made on 

which food is s&d for fmm&kfate 
human consum#on. Such foods might 
include beverages’(both s&service and 
those served by store pereonneB, 
frankfurters in a roll, cold sandwiches, 
pizzas, and hand-pa&sd ice cream 
cones, 

-199. Many comments requested that 
proposed % lOl.9@(2) be amended to 
cIearly exempt foods “sold for sale or 
use” fn restaurants or other 
establishments in which food is served 
for immediate human consumption as 
specified in section 403(q)(5)(A)(i) of the 
act, They ar 
language in xl 

od that the statutory 
‘cates that food intended 

for use in restaurants is exempt from 
mandatory nutrition labeling in the 
absence of nutrient content or health 
claims, The tromn&&s painted out that 
proposed f 101.9(j)(2) merely 

8” 
vided 

an exemption for foods provi ed by 
restaurants and did not cover foods 
intended for sale or use in restaurents. 

The agen agreesthat the 
regulations x P 

roposed 
id not fully imp ement 

section 403(q)(5)(A)(i) of the act that 
covers foods sold for sale or use in 
restaurants or other such 
establishments. As directed in the 
statute, this exemption applies to all 
foods sold in restaurents, including 
packaged products such as a specialty 

1 
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house dressings made by the restaurant, 
or used in rastaurants, such as portion 
controlled fackages (e.g., individual 
catsup or coffee whitener packages) for 
use only in restaurants. If a 
manufacturer makes a product for sale 
only in restaurants (e.g.* a package of 
candy), that product need not be 
nutrition labeled. However, if there is a 
reasonable possibility that the product 
will be purchased directly by consumers 
in a setting other than a restaurant or 
other esteblishment in which it is 
served for immediate consumption, it 
must be nutrition labeled (see Ref. 25). 
Accordingly, FDA has modified 
proposed 5 101.9(j)(2) to add a new 
paragraph (iii) that exempts foods sold 
for sale or use only in restaurants or 
other establishments in which food is 
served for immediate human 
consumption. 

191. A few comments requested that 
the second sentence of proposed 
5 lOl.Q(j)(Z) be revised to adequately 
implement section 403(q)(5)(F) of the 
act that exempts food “which is sold by 
a food distributor if the food distributor 
principally sells food to restaurants 01 
other establishments in which food is 
served for immediate human 
consumption and does not manufacture, 
process, or repackage the food it sells.” 
The comments pointed out that the 
second sentence in proposed 
5 lO1,9(j)(z) would only exempt “foods 
sold to restaurants by distributors 
* * l ” which is duplicative of that p13rt 
of 403(q)@)(A)(i) of the act that 
stipulates an exemption for foods sold 
for sale or use in restaurants and fails to 
include the broader exemption in 
403(q)(5)(F) of the act for all foods sold 
by distributors who principally sell food 
to restaurants or other estabiishments in 
which food is served for immediate 
human consumption and who do not 
manufacture. process, or repackage the 
food they sell. 

The agency is persuaded that there is 
a need to revise the second sentence of 
proposed 0 101.9(j)(Z). As discussed in 
the legislative history (Ref. 25) the food 
distributor that sells principally to 
restaurants and other food service 
establishments is exempted from 
mandatory nutrition labeling 
requirements as long as the food 
distributor does not manufacture the 
product sold to the consumer. However, 
the legislative history stetes: 

The manufacturer cfsucb products wooId 
be rasponsible for providing the nutrition 
information 01) the products if there is a 
reasonable possibility that the product wili 
be purchased directly by consumers, even id 
the principal customers are restaurants and 
other wholesale purchasers. * l l IT)he 
distributor is not liable as long as the 

distribu:or does not manufecture tha product 
sold to the consumer. 
[Ref. 25) 

In essence, this legislative history 
rmkes clear that section 403(q)(5)(F) of 
the act is intended to direct the agency 
to do for foods sold to restaurants what 
it does for foods sold to consumers; that 
is, to hold the manufacturer, not the 
sr!ler, responsible for nutrition labeefing 
of foods. (The only exception to this 
approach is the voluntary nutrition 
labeling program for raw fruits, 
vegetables, and fish in which the retailer 
is to provide the nutrition information.) 
This exemption would apply to an 
independent distributor who principally 
distributes institutional foods directly to 
restaurants and similar establishments 
and does not manufacture, process, or 
re 

t 
ackage the food it sells. 
hus, under this exemption, such a 

distributor is not responsible for 
nutrition labeling a product, even if it 
sells the product in aso-called “cash 
and carry” store, unless it manufactures, 
processes, or repackages the food for 
sale to consumers. On the other hand, 
a manufacturer of institutional size food 
products is responsible for nutritionally 
labeling those products if there is a 
reasonable possibility that they will be 
sold to consumers, for example. through 
such a mechanism as a cash and carry 
store. 

Therefore, proposed § 101.9(j)(Z) is 
modified by adding § lOl.Q(j)(Z)(iv) to 
fully implement this exemption. 

192. One comment recommended that 
statements such as “for food service 
use” or “not labeled for retail sale” be 
used as one means of quali 
exemption or that such foo $ 

ing for the 
s be 

identified by the size of the package. 
The comment suggested that such a rule 
would be of particular help for foods 
imported for-the food service trade. 

The legislative histofv auoted in the 
precedini comment make’s clear that 
nutrition labeling is required “if there is 
a reasonable possibility that the product 
will be purchased directly by consumers 
* ’ l .” Therefore, the agency does not 
believe that a label statement can be 
used as the basis for this exemption. 
The agency is concerned that, if 
permitted, a label statement such as “for 
food-service use” would be used to 
claim exemption for products that 
Congress intended to be nutrition 
labeled. Therefore, rather than create the 
possibility for potentially misleading 
labeling, FDA is denying this request. 

Imported foods that are in large 
packages that are obviously not 
intended or packaged for sale to 
consumers would be considered exempt 
under S 101.9(j)(9) which deals with 
foods shipped in bulk form that are to 

be processed, labeled, or repacked at a 
subsequent site. 

193. Several comments opposed 
proposed S lOt.Q(j)[2) because it would 
exempt restaurants from mandatory 
nutrition labeling. These comments 
urged that restaurants, particularly the 
regional and national chain restaurants, 
be required to have nutrition 
information available to consumers. 
Some comments suggested that the 
required information could be: (1) 
Eimited to calories, fat, saturated fat, 
cholesterol, and sodium: (2) based on 
computer analysis of nutrient databases; 
and (3) presented in alternative ways 
such as brochures, menu boards, 
posters, or tray liners. A few large fast 
food restaurant chains requested 
guidelines for voluntary nutrition 
labeling with flexibility in format and 
content. They requested that restaurants 
be allowed to use their own serving 
sizes, present information on an as- 
served basis, and update information 
snnually. 

In response to comments requesting 
that restaurants be required to provide 
nutrition information, the agency oints 

K out that section 403(q)(5)(A)(i) oft e act 
specifically exempts restaurants and 
other establishments in which food is 
served for immediate human 
consumption from mandatory nutrition 
labeling, unless a nutrient content claim 
or a health claim is made. The 
requirements that pertain when claims 
are made are discussed extensively in 
the final rules on the general 
requirements for nutrient content claims 
and health claims that are 
elsewhere in this issue of FfI 

ublisbed 
e Federal 

Re ister. 
d DA is aware, however, of the 

consumer interest in knowing the 
nutrient content of foods eaten away 
from home. In response to that interest 
and to the comments from fast food 
chains, the agency intends to work 
closely with all interested parties, . 
particularly those in the food-service 
sector, to develop guidelines for 
presenting nutrition content information 
in a restaurant setting in such a way that 
it will not inhibit the flow of useful 
nutrition information (e.g., claims) to 
the consumer, while at the same time 
providing assurance of the reasonable 
accuracy of the information, thus 
furthering the goal of the 1990 
amendments to aid consumers in 
maintaining healthy dietary practices. 

184. One comment agreed that the 
1990 amendments exempt restaurants 
from mandatory nutrition labeling but 
requested that they be regulated under 
sections 201 and 403(a) of the act. The 
comment also requested that FDA 
r)arify that the IWO amendments have 



no preemptive effect on state or local 
regulation of the nutritional disclosures 
by restmrrants. 

FDA advises that the exemptions in 
§ 101.9(j) in no way exempt any foods 
from regulations promulgatacl under 
sections 201 snd 403(a) ofthe act. In 
regard to s&l end 1~1 preemption, 
the legislative h&tory etatea that 
“Because food sold in rest&rants is 
exempt from the nutrition labeling 
requirements of se&on 403(q)(~l) 
through (q)(4) of the act, the bill does 
not preempt any State nutrition labeling 
requirements for reataumnta. If States do 
require such labeling in restaurants, it is 
im ortent that they meke every effort to 
m s e those requiramenta con&tent 
with the requirements of the bill.” (Ref. 
110). 

2. Foods Not for Immediate 
Consumption. 195. Many comments 
objected to proposed 5 101.9(j)(3) that 
allowed an exem tion for in-store 
delicateseen and L foods only 
when they were sold from behind 
service counters. Comments pointed out 
that the 19QQ amendments made no 
disWction for such foods when aold 
from behind the counter rather than 
f&m a self-service dis 
that such a ruIe woui B 

lay. They stated 
be totally 

unworkable and would adversely affect 
the bakery and deli departmenta, Such 
a rule. according to the comme:nts, 
would make it impossible to sell foods 
that are sold from behind the service 
counter during the day, at night, when 
no service clerks are available, or to 
assemble sandwiches and ealads for fast 
pickup during the lunch hour from self- 
service counters, without nntrition 
labeling those foods, A trlrde association 
reported that 21 percent of in-store 
bakeries’ sales come from bulk self- 
sew& units and 42 percent from 
PIvrpe 

“i 
ed self-service cases, and that, 

if compel ed to standardize and label 
their products, such bakeries would be 
unable to continue in competition with 
wholesale bakery items. 

The comments argued that in-store 
delicatessens and bakeries should be 
able to adhere to the same regulations as 
their independent counterparta, with 
whom they compete for business. They 
stated that in-store delicatessens and 
bakeries operate as independent 
bakeries in that their eccountabiiity is 
separate from the rest of the store. 

Other comments stated that the intent 
of Congress was that foods similar to 
restaurant foods that ere ready for 
immediate consumption, ano mat are 
produced by retailers that offer variable 
and nonstandardized products, should 
be exempt from nutrition labeling to 
e!iminate the substantial burdens that 
would otherwise be imposed if such 

laballng were mandatory. Many 
comments hfm pointed out that the 
average baker or confectioner produces 
hundreds of different products each 

vary and customize food products that 
&es the establishment its mwr and 
appeal, and that forced ata@rdIzation 
to alfow for nutrition l&eIing would 
d&t;otrte product competttiveneaa by 

9 
innovatiotl and creativity. 

This lass 0 competitlveneas, in turn, 
would Create a major economic burden 
and thereby lessen consumer choice. 

The agency is persuaded that 
proposed $101.9(j)(3) did not 
adequately im lement section 
403(q)(5)(A)(ii~of the act, could result in 
economic berm to in-store delicatessens 
end bakeries, and created an art&M 
demarcation batween foods sold from 
service versus self-service areas of the 
delicatessen or bakery. Therefore, FDA 
believes that it isnec to rwrise 
f 101,9(j)(3) to more c r&ct the 
language, of the act. 

As stated ah~ve, section 
403(q)(5)(A)(ii) of the cot applies to 
foods that are: (1) Similar to the type 
addressed in section 403(q)(5)(A)(i) of 
the act, (2) ready for human 
consumption, and (3) offered for sale to 
comumers but not for immediate 
human &mumption. Accordin y, FDA 

f-k is modify@ Q UMt(j)(3) by ad g 
paragraphr (i) rbr0Ugh (iii) to reflect 
these three statutory requirements. 
There were no specific noncorns 
presented in comments that mggest any 
problems with those requirements. 

Section 403(q)(5)(A)(ii) of the act also 
requires that the foods to which it 
applies be processed and prepared 
primarily in the retail establishment. 
The agency is codifying this 
requirement in $I lOl.B(j)(3)(iv). 
Comments were very divided on this 
issue! particularly for bakery items. 
Some comments argued that breads 
shipped to a retail store in a semi- 
finished condition and baked-off just 
before retail sale would not meet the 
criteria of “prepared and processed 
primarily” at the retail store and should 
not be exempt. However, other 
comments disagreed with this position, 
stating that frozen dough products are 
further processed at the bakery by being 
proofed. shaped, molded, filled, 
decorated,, cut, assembled, customized, 

or otherwise completed or further 
pmcewed and elm&i be exempt, 

The i~tive ilistary discuwel? this 
situation at&&g that for b&&a 
“simply tha&ing.fronen bread would 
not ha suf&iesMhe breed would have 

wide variety of foode Bold in 
delicatessens, h&&s, retail 
confectionery stores, and other stores of 
this type that may nat.quaiify for 
exemption under S 101.9(j)(2), it 
become6 adn$nistrativeIy impossible to 
identify far each type of food sold the 
exact adnount of procaaaing or 
preparation that would ba needed to cay 
that that food was “processed and 
prepared primarily” on-site. 

In many aetablis‘hments, foods such as 
bake items or aalada, may be prepared 
entire y on-site; however, in other 7 
similar estnbliahrmmta, much less of the 
processing and praparation of these 
foods is actually done on the premises. 
Similar variations are encountered with 
other foods, such as’ cheeses, which may 
on1 na& to be sliced rind portioned, or 
pu i dings, vvllldl may be purchased in 
cans and only need to be put in trays in 
the dbplfiy cm0 for y;;f.fg& 
t2lma~eriatfcs that iii 
have in common is that they are reedy- 
to-eat, they are the same type of foods 
sold in restaurants, and they are 
portioned and packaged on-site. 

Legislative guidance to assist the 
agency in defining what is meant by 
“processed and prepared primarily in a 
retail establishment” in addition to that 
dted abave 4s scxmt. However during 
Senate debate, one of the sponsors of the 
bill that became the 1990 amendments 
stated that: 

This exemption reoognizes that when food 
is processed and 
premises and sol B 

reprued primarily on the 
there, as in the prepared 

food sections of supermarkets, nutrition 
labeling ts not appropriate. On the other 
hand, if the pmperation or pnxx&sing of food 
is standardized and is accomplished 
primarily at another establishment and the 
same food is then shipped to a retail food 
store in a form that requires minimal or 110 
further pmcesuthg, nutrition Meting can 1)(3 
easily accomplished and is required. 
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(Rat IlO]. 
The agency interprets this legislative 

history to mean that if the food arrives , 
at a store in a form to be sold directly , 
to the consumer (i.e., it is 
“standardized”), then nutrition labeling 
must be required. However, if the foabd 
is not standardized, i.e., it has to 
undergo processing or preparation, 
including portioning, before being sold 
to the consumer, then nutrition labeljlng 
is inappropriate and should not be 
required. In the case of the examples 
cited above, FDA finds that nutrition 
labeling would therefore not be required 
on bread that is shaped; filled, 
decorated, assembled, or customized 
and baked (i.e., cooked at a high 
temperature) in the retail establishment. 
Cheese that is sliced and portioned 
according to directions given by the 
consumer, and pudding that is 
portioned according to directions given 
by the consumer. also need not be 
nutrition labeled. In these examples, Ithe 
food is not “standardized” in the foml 
that it is to be sold to consumers when 
it arrives at the store. Similarly, candies 
sold in retail confectionery stores that 
are selected by consumers to be part of 
a packaged assortment are not 
“standardized.” 

However, because of the great 
diversity of situations in which foods 
sre sold, it must be recognized that a 
decision regarding exactly what foods 
do or do not require nutrition labeling 
cannot be fully resolved b regulation. 
Circumstances at the retai T location 
must be the deciding factor. 

196. A few comments from the retail 
baking and confectionery industries and 
from grocery stores requested that the 
exemption for single-unit bakeries, 
delicatessens, and confectioneries apply 
equally to multi-unit establishments 
that do most or all of their preparation 
at a central facility or shop. Each type 
of respondent attempted to limit such 
an exemption by describing what it 
would encompass. For example, a 
comment from the retail baking industry 
described multi-unit bakeries as being 
owned, controlled, and operated by the 
same entity and stated that finished 
producls would be delivered 
unwrapped or in bulk delivery boxes to 
each store ar outlet. The confectionery 
industry requested that the exemption 
cover satellite operations operated by 
the same businesses, selling the same 
products, and using the same packaging. 
A small retail grocery chain suggested 
limiting the exemption to foods 
prepared in central kitchens for use in 
the retailer’s own stores. Reasons given 
for using central facilities Included 
ensuring quality control through a 

controlled environment that promotes 
food safety and integrity and allowing 
for economies of scale. Comments stated 
that the average number of bakeries 
operated by a multi-unit retail bakery 
was 2.4 in 1968, and that many small 
independent confectioneries only 
operate one edditional outlet. 

FDA does not believe that the 1990 
amendments allow for exemptions 
beyond those discussed in the preceding 
comments. This position is based on the 
final criterion given in section 
403(q)(S)(A)(ii) of the act, which states 
that foods to which the section applies 
shall not be offered for sale outside the 
retail establishment in which they are 
primarily processed and prepared. The 
agency is codifying this requirement in 
~101.9(j)(3)(v). While foods that are 
fully prepared and portioned (i.e., 
“standardized”) at the central facility 
are required to bear nutrition labeling, 
there may be some types of food 
products or circumstances in which the 
portioning or packaging is not 
standardized, and in whfch nutrition 
labeling would consequently not be 
required (e.g., salads that are portioned 
and packaged according to directions 
given by the consumer). 

FDA notes that the problems 
presented in most of the comments on 
this aspect of this exemption have more 
to do with the size of the businesses 
than whether there are good reasons not 
to require nutrition labeling. FDA 
believes that the best way to deal with 
most of these comments is through a 
change in the small business exemption” 
C. Foods of No Nutritional Significance 

To reflect the first sentence in section 
403(q)(5)(C) of the act, FDA proposed an 
exemption for foods of no nutritional 
significance in 5 101.9(a). It proposed to 
include the other exemptions in 
5 101.9(j). To minimize any confusion 
that these differences in placement may 
cause, the agency has decided to group 
811 exemptions in one place in this final 
rule. Accordingly, that part of proposed 
C 101.9(a) that exempted foods otno 
nutritional significance is redesignated 
8s !$101*9(j)(4yl. 

197. Comments from the coffee 
industry noted that, unlike FDA’s 
mandatory nutrition labeling proposal, 
the supplementary proposal did not 
explicitly identify coffee as being 
nutritionally insignificant. Thus, the 
comment requested clarification in the 
final rule. The comments pointed out 
that coffee is always consumed as a 
brew. An analogy was drawn to 
5 101.45(b)(4) in the guidelines for 
voluntary nutrition labeling of raw fruit, 
vegetables, and fish, which dates that 
nutrition information is to be based on 

the edible portion of the food. 
Comments stated that the available 
nutrients in brewed or plain instant 
coffee would meet the criteria for being 
nutritionally insignificant. 

The agency agrees that only the edible 
portion of coffee should be considered 
in determining the nutritional 
significance of the product. Therefore, 
based on a review of available 
nutritional data on a servin of coffee 
and on the revisions in the evels that f 
are significant, discussed in comment 
176 of this document, FDA has 
concluded that coffee beans, roasted 
ground coffee, or dry plain (i.e., 
unsweetened) instant coffees contain no 
nutrients at other than nutritionally 
insignificant levels. As a result, these 
foods are exempt from mandatory 
nutrition labeling. Unsweetened plain 
tea powders or tea leaves likewise 
would be exempt. 

In response to comments requesting 
clarification of the exempt status of 
coffee and tea, FDA has included in 
§101.9(j)(4) a listing of coffee beans 
(whole or ground), tea leaves, and 
unsweetened plain instant coffee snd 
tea as examples of foods that are exempt 
from nutrition labeling because of their 
lack of nutrients. The agency reiterates, 
however, that this exemption is 
available only when there are no 
nutrient content or health claims on the 
label or in labeling or in advertising of 
the coffee or tee. 

198. The spice industry commented 
that FDA did not establish a reference 
amount for spices, thereby implying that 
spices are exempt from mandatory 
nutrition labeling. Comments requested 
that the agency provide an explicit 
statement in the final rule regarding the 
exemption of spices, spice blends (e.g., 
curry powder), and condiment-type 
dehydrated vegetables (e.g., dried garlic) 
BS well as flavor extrects and food 
colors, from the nutrition labeling 
requirements. 

As discussed in the final rule on 
serving size published elsewhere in this 
issue of the Federal Register, FDA has 
set a reference amount of % teaspoon 
for most spices and condiment-type 
dehydrated vegetables. In reviewing the 
nutritional data in Agriculture 
Handbook No. 8-Z and 6-11 (Refs. 111 
and 1 I 2) the agency has found that, 
under FDA’s criteria for determining 
nutritional insignificance, the vast 
majority of spices, spice blends, and 
condiment-type vegetables are exempt 
from mandatory nutrition labeling, FDA 
found, however, that one spice (paprike) 
and one spice blend (chili powder), 
exceed the cutoff levels for one or two 
nutrients. Using the appropriate 
rounding procedures, paprika is over 



the cutoff for vitamin A (6 percent of the 
RDI), and chili powder is over the cutoff 

for a simplified form of nutrition 

for both vitamin A (4 percent of the RDI) 
labeling if a food contains insignificant 
amounts of more than one-half the 

and sodium (6 m 
serving. The leve f 

) per % teaspoon 
s at which these 

mandatory nutrients. No provisions of 
the 1990 amendments would allow for 

nutrients are nutritionally ina;ignificarG 
(i.e., the amounts that oan be rounded 

declaration of only a single nutrient in 

to zero) are less than z 
nutrition labeling. Accordingly, FDA is 

ercent of the 
RDI for vitamin A and ess then 6-rng P 

not making the suggested changes in the 
regulations. 

for sodium. Therefore, under the act, 201. One trade association 
paprika and chili powder will have to commented that bottled water products 
be nutrition labeled (see Ref. 16, p. 16: have little or no nutritional value, and 
“Foods such as certain spices, which that such products should be exempt 
have insignificant amounts of most but from mandatory nutrition labeling. The 
not all nutrients, are covered by the comment asserted that the following 
nutrition labeling requirements.“). industry practices should be permitted 
Because not all spices and spice blends without triggering nutrition labeling 
are nutritionally insignificant, they are 
not included as a category under 

obligations: (I) Bottfers should be 
allowed to add back minerals as flavor 

5 101.9(j)(4). 
Condiment-type dehydrated 

enhancers that are removed during 

vegetables, flavor extracts, and food 
purification and declare “minerals 

colors do meet the criteria for foods of 
added” on the principal display panel; 
(2) bottlers should be allowed to 

no, nutritional significance and, ’ describe bottled water with natural or 
therefore, are exempt from mandatory added fluoride as “fluoridated water;” 
nutrition labeling. As with unsweetened (3) bottlers should be allowed to add 
coffee and tea, 5 101.9(j)(4) will include sodium fluoride or add back trace 
these examples of nutritionall,y 
insignificant foods, 

minerals that may contain sodium as an 
incidental additive and still be 

199. One comment suggesteed that 
“fun foods” defined as foods with 

permitted to claim “sodium free” on the 
label; (4) “essence” bottled water 

empty Calories (i.e., those with no 
nutrients other than calories), such as 

products (i.e., those containing I 

plein sugar candies, gum, and 
percent or less of juice or flavors) 

carbonsfed beverages, should be exempt 
should be considered nutritionally 

from mandatory nutrition labeling 
insignificant; and (5) bottled mineral 

except for a declaration of calalries and 
water products should be permitted to 

the statement “no other significant 
have a listing on the label of certain 

sources of nutrients.” The comment 
minerals, e.g., sodium, bicarbonate, 

argued that the statement “Contains less 
calcium, magnesium, and other trace 

than 2 percent of the RDI” for such 
minerals in mg per liter in addition to 
a declaration of total dissolved solids 

foods is deceptive and miseducates content (which some state laws 
consumers. 

FDA advises that these types, of foods 
currently require). The comment argued 
that the EC Directive on Nutrition 

would qualify under 5 101.9(f) for the 
simplified label and would only be 

Labeling expressly exempts mineral 
water and other waters from nutrition 

required to list the core nutrients, not 
the statement “Contains less than z 

labeling, and, for the sake of 

percent of * * *.‘I 
harmonization, FDA should do likewise. 

did not provide 
Moreover, Congress 

for an exemption of 
FDA points out that, separate from 

such a category of foods in the statute. 
this rulemaking on nutrition labeling to 

Therefore, the agency is taking no action 
implement the 1990 amendments, the 

on this comment. 
agency is in the process of amending its 

200. The pickle industry commented 
regulations on bottled water, partly in 

that, as a cost-saving measure, only 
response to a petition from the trade 
association that submitted the comment. 

sodium content (as is permitted under 
curfent regulations) should be required 

The bottled water regulations will 

to be labeled on dill pickle products, 
address certain aspects of labeling apart 

rather than the full simplified format. 
from nutrition labeling, e.g.. definitions, 
information about mineral content, and 

The comment argued that, even though 
a serving of dill pickles also contains I 

required label statements. Under the 

g of carbohydrate, sodium is the only 
1990 amendments, Federal regulations 

nutrient of any concern to consumers. 
will preempt any State standards of 

FDA rejects this comment. Section 
identity that are not identical to it 

403(q)(6)(C) of the act exempts I$orn 
(section 403(a)(l) of the act). 

nutrition labeling foods that contain 
A recent IOM report, “Food Labeling: 

insignificant amounts of all of the 
Toward National Uniformity” (Ref. 113), 

nutrients required within nutrition 
noted that many States have expressed 

labeling. The same section also provides 
concern about the heightened potential 
for consumer confusion because of the 

increased munber of bottied water 
products on the market and the 
aggressive marketing and advertising 
claims of superiority made for them. 
Thus, FDA maintains its position that 
nutrition information relatin to food 
must be provided for all pro 8 ucts, 
including bottled and mineral water, 
that contain mon+han insig@lcerat 
amounts of any of the nutrients or food 
components that are required to be 
listed, 0r whose label, labeling, or ’ 
advertiaing contains a nut&art content 
claim or any other nutrition information 
in any txmtext. For products that qualify 
for the simplified format, if 
manufacturers voluntarily declare 
nutrients allowable under 5 101.9(c) that 
are not among the 14 required nutrients 
(e.g., potassium), the required statement 
“Not a significant source of ,, , 
must be used, with the blank filled in 
with the name of any of the 14 required 
nutrients or food components that are 
not present or are present in 
insignificant amounts. Moreover, if a 
product is voluntarily enriched or 
fortified with added vitamins or 
.minerals, any such nutrients must be 
declared using the simplified format 
and followed by the above statement. 
Thus, a produet labeled as “bottled 
water, minerals added” will have to 
bear nutrition labeling. 

The agency considers the identity 
statement “fluoridated water” 
misleading if the product ii derived 
from a source naturally containing 
fluoride. Use of the term “fluoridated” 
represents that fluoride has been added 
in the processing. Thus, the term 
“fluoridated water” should be used to 
describe only products to which 
fluoride has been added in the 
manufacturing process, and such 
products would be required to bear 
nutrition labeling that complies with the 
simplified format. 

Bottled water products containing 
juice or other flavors are subject to the 
same nutrition labeling requirements as 
any other food. If a product meets the 
criteria for no nutritional significance, 
and no claims are made, then nutrition 
labeling is not required. A “sodium 
free” declaration on bottled water or on 
any other food label will trigger 
nutrition labeling, because such a claim 
promotes the nutritional properties of 
the product.. 

202. One comment stated that, to 
avoid varying interpretation, FDA 
should clarify what it means by the term 
“implicit” as it applies to nutrient 
content claims or information that will 
bar a food from an exemption from 
nutrition labeling under the “no 
nutritional significance” provisions, 



Etaance, th8 “R 
Pan& on Ekfod 8 

art of the Expert 
okaterol Levels in 

ChiMren and Adokcenfs” of the 
National ChoIesterol Education Program 
(NCEP) sfates: 

The fast RMIdfth of infants rs&tt3 (En 
energy-d&T diet with a highfG percentage of 
cabries from fat than is needed by older 
children. Based on current knowkdge, It is 
inappro riate to apply nutrient @J8tkes for 
fats, ch CL r;t9lral. aad CB to rirftdrcm 
under 2 years of age- 
(K& 114.) 

and: 
As toddkus ovex 2 years af age ha@ ta eat 

with the fknily, they may safkly make the 
transition to this k+xommended~ ealing 
pflttern. 

KM. OBQ f2omm8RP steted fhar Fbe 
’ was used tmrbignatsly fn the 
v8fsirm 0fPg 16~.3@f!F~~il so 

that it wa?? Rot cher wbetber ‘“calorf8s 
from satureted fat” or ‘*saturated faf 
content” was r&r%iteb. Thf3 comment 
also suggast J that inf&mafion on 
calories fiwm saturafed and unsaturated 
fat and t&e amount of uns.&uraff3d far: 
also c&o&d be pr&W~hd, and that _ .._._.. .~. 

“Food Labe~,~g k%i%,” 
published efsewbere fn $his~issde of the 
Fe+mUe&W,corrtaiTLbb2g 
offfberper ~~%~~~~ 
116). TTn&ir na?‘M 
levela wet& s&m to pry&& fba 
consumptiC@ of ki@Q.WE, h&W*Me 
diets by infanta or c&i YricLv 2 
years d aga who consume au& foads. 
Also, becaustm dietaq fi$ar has a natural 
laxative effect. fhe label dacIamffon of 
fiber contenf may be use&I fnforrnatian 
to the pklzhasel!s of +llkw$ kM$% 

206. A comment f.o fbe format 
proposal objected to the Mluaion of 
DRV% on fo& for Manta and toddIers 
because LXWs were not 
infanfs or chifdrfm Iess ti 

ropomd fol? 
an 4 years of 

age. and IabeB on jars afb& foad are 
too small to aIXaw for the additionai 
information. The coaunant arguact that 
DRV’s for adults and cMIdren 4 or mare 
years of age are naf appropriata far 
infants and toddlers, and that ths-re 
could be serious hoc&h coweqwnc~~ if 
a parent tried to edapt an infant’s diat 
to the proposed DKY’s. 

FDA agree% with the commenf for the 
reasons pwsent,ed therein. Xn .addition, 



the agency believes that it is 
ina propriate and unnecessary to 
inc P ude the caloric conversion 
information required by S lOl..9(d)(lQ) 
on foods intended for children less than 
4 years of age because DRV’s for this 
group have not been established and 
calculation related to in& values may 
be misleading. Accordingly, for foods 
for Zllfants,and children less than 4 
years of age, the agency is adding an 
exemption in § lOl.Q(j)(S)(ii) that 
excludes the declaration of Percent 
Daily Values for nutrients other than 
vitamins and minerals for which there 
are RDl’s specifically established for 
infants and children less than 4 years of 
age. The exemption also applies to the 
foomote and caloric conversion 
information. Except for the omission of 
this information, which is otherwise 
required in 5 lOl.Q(d)(2)(ii)~and the 
footnote and caloric conversion 
information required in (d)(Q) and 
(d)(lo), the format of the nutrition labels 
on such products should corn 
the requirements of 5 101.9 (d F 

ly with 
, (e), or 

(fJ, as appropriate. Examples of labels 
for foods for children less than 4 years 
of age and less than 2 years of age are 
given in appendix G, 
E. Medical Foods 

207. All comments received. 
supported this exemption. In addition, 
several comments expressed sup art for 
the agency’s intention, stated, in % e 
supplementary proposal (56 FR 60366 at 
60377). to develop specific regulations 
for medical foods in the near future. 

~~~~~~~~~~~~ use by 
the general pop ation, 088 not provide 
the kind of information needed by 
heabh care pmfessionals or patients 
selecting or using medical foolds, The 
comments noted that, in light of this 
exemption, there is little guidtmce for 
labeling of medical foods, other than 
general food labeling regulatiaas, citing 
the need for labeling of nutrient content 
and purported uses and adequate and 
appropriate directions for use. In . 
addition to the need for specific labeling 
requirements, some comments, 
identified the need for quality control 
and good manufacturing practices 
specific for medical foods. 

, . Section 403(q)@)(iv) of the act 
exempts medical foods from nutrition 
labeling requirements. The agency 
agrees with the comments that the 
exemption for medical foods from 
nutrition labeling is appropriate 
considering that these products are not 
intended for use by the general 
populatmn but rather are intended for 
use under the supervision of a physician 
for specific dietary management of a 

disease or corn&ion. However, the 
agency also recognizes that the 
exemption creates a void in terms of 
specific labeling regulations suitable for 
these products. FDA believes, ES noted 
in some comments, that the proper 
labeling of the nutrient content and 
p~~ofm~~~~ 
perhaps in a different manner or in 
more detail than is required for other, 
more traditional foods, and adequate 
and appropriate directions for use, as 
well as assurances of4he quality of 
medical food products, are all of vital 
public health interest. While these 
issues are beyondthe scope of this 
rulemaking, the agency intends to 
develop regnletf&S covering these 
aspects of medical foods in a future 
Federal Elagjsterdocument. 

268. Thir COlIUD&S StInDOrt 
incorporation into the m&ion labeling 
regulations the definition of medical 
foods from section 5(b) of the Orphan 
Drug Act (2% U.&C. 36Oee(b)(3)). 
Section 403(q)(5)(iv) of the act 
incorporated this definition by reference 
into the Statute, ,end FDA in proposed 
5 101.9(j)(7) to incorporate the statutory 
definition of “medical food” into the 
nutrition labeling re 
clariffcation *of this P 

ations. Some 
e&&on was 

included in the preamble and codified 
sections of the proposal, providin some 
guidance in regard’to the intende db use 
of a medical food. However, several 
comments cited particular products and 
asked whether the products would be 
reed as,medical foods. 

A considers the statutory definition 
of medical foods, from section 5(b) of 
the Orphan Drug Act, to delineate the 
principal characteristics of medical 
foods. Additional clarification of this 
definition, contained in the preamble of 
the proposal, gives guidance on some of 
the types of products that the term 
“medical foods” pertains to by 
identifying a variety of foods that the 
agency regards as medicai foods and 
some that are not presently regarded as 
medical foods. Criteria that product 
must meet to be considered a medical 
food are stated in the preamble of the 
proposal, as well as in proposed 
L 101.9(j)(7). redesignated as 0 101.9(j)(8) 
in the final rule. FDA believes that this 
definition and the information clarifying 
the definition in the proposal are 
reasonable guides for use by industry in 
determining the characteristics of a 
medical food at present. 

However. followine review of the 
comments generatedby this proposal, 
FDA acknowledges that further 
clarification of the types of products 
that are considered to be medical foods 
by the agency would be helpful to 
manufacturers. While these comments 

80 beyona the SCOpe Of this lll)eln&iIig, 
the agency intends to address this issue 
in a future F&d BagiS& document. 

209. One comment suggested that in 
proposed f 101.9(j)(7)(v), the words 
I‘* * * <provided only to a pet&t 
receiving active and ongoing medical 
SUpX!XiSiw * * *“betzllqd~reEd 
‘I* * * intended only for a p&ient 
receiving active and ongoing medical 
superviSion * l *.‘* The comment 
stEtd%bt ma can hbel 
products in a’tttanner that ‘ves a clear 
indicatfon of the intended eve1 of T 
supervision, but that the word 
“provided” in this section might require 
a distribution sygtem beyond the control 
of the manufwtapr, resbictiog 
availabilfty of medical foods to 
prescrfption status or distribution 
through an institution. 

The agency agrees with this 
recommended change for the maSons 
stated in the comment &nd hes mod&d 
new S lOl.Q(j)(S)(v) accordingl . 

210. One comment 8 
Td 

that the 
word “seeks*’ in pmpoS 
s 101.9(j)(7)(v) be cllmged to “requim.” 
The comment noted that while Some 
patients receiving a medical food under 
the su 
capab P 

riuvbim~ of a PhySioian gFB 
e of Seeking “medical care on a 

recurrIng b&s: others receiving a 
medical food under the superviSion of a 
physician are not able to actuSlly “Seek 
medical care” on their own (e.g., a 
comatose patient). 

FDA agrees with the suggeSted 
change. The agency acknowledges that a 
medical food, under the supervision of 
a physician, may be consnmed by, or be 
administered enterally to, some patients 
capable of seeking medical care and 
may be administered enter-ally to other 
patients who may be too ill to actively 
seek medical care. In both instances, the 
patient may require a medical food for 
the specific dietary management of a 
disease or condition for which 
distinctive nutrftional requirements, 
based on recognized scientific 
principles, are established by medical 
evaluation. FDA has modified 
§ 101.9(j)(8)(v) accordingly. 
F. Foods Shiljped in Bulk Form - ’ 

211. FDA received manv comments 
that supported proposed $101.9(j)(8) 
that exemnts foods ShiDDed in bulk 
form. A few comments‘sbught 
clarification of this exemption, 
requesting that new S 101.9(j)(8) include 
a statement that flavors and other food 
ingredients (as opposed to processed 
foods) shipped in bulk form from one 
manufacturer to another for use in the 
manufacture of other foods are exem t. 

FDA intended the term “processe P 
in fi 101.9(j)(8) (redesignated as 



f 191.9(j)(9)) to indicate that food 
ingredients used in the numufafzture of 
other foods were exempt* maintaining 
the scope of current 5 ~o;l.@&f(al. 
However, for further clerification, FDA 
is modifying !j lOz.9fj)f9) es requested to 
state: 

Pond s shipped in buIk Rmu that 
are not IiF- drstrtbution to ccununmm in such 
formadcbittPre*used+irr~ 
monuf&fu~afoUrerjbo&orthafcrnrtaba 
processed, blbeled, or mpsoked at a l&e o&r 
than where orieinauy processed or pricked. 
(Emphasis added}. 

G. Foods fur Zmthtthta~ Food Service 
Use 

212. SevemI comments objected to 
proposed 5 ioi.94j)@l that Would 
require manufacturers or distriittors of 
foods for institutional food service use 
(i.e., for use hy hospitala, scbooks, 
prisons) to provide nutrition 
information required by this section 
directIy to the institutiona on a current 
basis. The wmnwnttll stated that this 
requirement was in conflict with section 
408(q)(5)(A)(i) of the ad, which exempts 
food thet is sold for sale ctr use in 
m&aura&s or other eatf&iabments in 
which food is served for imnmdiate 
human consumption. The act does not 
differentiate between food served in 
institution& and noninetitutfona~ 
settings. ID feet, the comlrlti pointed 
out that the legNative hiatcny specifies 
that similar food service establishments 
include c&teriaa and hospitals. 

FDA egrees with the comments and 
has deleted proposed f lOt.f#(jli9) to 
bring the final rule into complience 
with the 1990 amendmanta. To clarify 
that institutional food service 
establishments are included under the 
exemption for restaurants end other 
establishments, FDA has added them es; 
examples in !j 101.9@(2)(ii). 

Hawever, the agency finda merit in 
other comments tbet supported 
nutrition labeling of foods sold to 
restaurants and crther food service 
establishments in order to enable food 
service operators to become more ewere 
of the nutritional content of foods they 
serve, to offer more healthful menu 
options, and to use more accurate 
descriptors on their menus The agency,. 
therefore, encourages mam&ctumrs, 
packers, and distributors to make 
nutrition information available to food 
service operatars whenever poasibke. 
W. Sir&e-Ingmriien~ Padqed Fish 
Pmducis 

213. Comments received fram the fish 
industry objected to the inconsistencies 
between the voluntary nutrition lebebng 
program for raw fish and the mendatory 
nutrition labehng omgram. They 

pointed to the potentfal fap confusion 
when raw fish under the uohmtary 
program are4 labeled on an %s 
consumed” (Le., “es pmpoaed? basis. 
end the 881~) fi& When frcozen and 
packaged by a manufachuer, are lebeled 
on en “as p&age&’ bftais. They also 
pointed to the irkxxdetwcywithtb8 
USDA propoaak that slfcrrrs afngl+ 
ingredient raw meat and poultry Items, 
whether frozen or unfrozen, to be under 
e vch&uy pmgmn with nutrition 
information reported on either an “as 
package@ oz ‘*as conaumf# b&s. 

PDAafpWtttbatlXmsWteffmctybe 
confused to find fnconsfstti nutrition 
labeling on tWo packages of the 
identical Rah f&g., fillal! of flounder) 
when one is w&r the vohrntaq 
program for raw fish, and the other b 
under the manduto y 
pnckftged ffsh. Atx c#ldgsl:;~m 
rule for the vohmtrlry program 
(NoPcrmber 27.1991 56 FR 60880; 
corrected at, h&arch 6,299~ 57 FR 
8174), nutrition information for raw fish 
is to be mpurted for a 3 ounce, cooked 
edible portion (see appendix B, 57 FR 
8174 at 8175). The finai rule on serving 
size, pubbshed elsewhere in this issue 
of the Pederai i@ister, provides that 
under the mandatory nutrition lebibding 
program, nutrition information for 
frozen packaged fish is to be reported 
for that amount required to prepare 85 
g (approximately 3 ouncesj of cooked 
fish fcj 101.12 &] and fc)j but is to be 
based on the product ues packaged” 
(5 lOl.Q(bl(911. 

To reduce the incMsisten&ea in 
nutrition Iabebng between raw veraus 
frozen packaged sin&ingm&mt fish, 
and betwaen sin&ingradient fish 
versus sin&-ingredient meat and 
POdtry, FDA is 8ddiag e t?p&d 
labehng provision for fish in 
§ 101.9(j)(ll)that allows single- 
ingredient fish to be labeled on a cooked 
(i.e., “es pmpered”) beeis con&tent 
with the voluntary program for fish and 
with USDA’s rules for single-ingredient 
meat and poultry producta, Packaged 
fish that contain edded ingredients such 
as water, salt, or ad&iv&r such as 
sodium tripolyphosphate are considered 
multi-ingredient processed packaged 
iii products and muat continue to be 
labeled on an “as pa&aged’ basis. 

Howtwer, in the companion document 
on nutrient content claims published 
elsewhere in this issue of the Padare 
Register, claims such as “lean,“’ “‘extra 
lean,‘” and “‘tow fa&‘” are based on as 
packagad values. Therefore, single 

fish products tl-mt 
make su& cIei ust provide 
nutrition information on an “as 
peck “basis. 

I. Raw Fish in Vofmtfary !M.rition 
Labeling m 

214. One comment objected to the 
manner in which FDA d&red “raw” 
for the purpose of determining what fist 
products are covered by the exemption 
in proposed 5 29%.9fjI(l9) that subjects 
the food to the voluntary nutrif.ion 
labeling prog7arn. The comment ateted 
that “absent a ds&nftfcm in the NLEA, 
the term “raw” means “uncoated” 
regardlass of Whetbar or not tha 

d 
duct 

is frozen and, therefore, pat ikQzen 
raw fish ShotrId not he suh@ct to 
mandetory nutritian hb&ng. 

FDA discussed its interpretation of 
the word “raw” aa it pertaina to 6sh in 
its proposed rule (July 2. rQ91.56 PR 
30468 et 30470) and final NIP (56 FR 
60880 at 608661 imphmeutfng the 
voluntary nubrition IabeIing 
rnw fruit, vegetabhs, and d 

rogcam for 
Lackfng 

legislative guidance. the agency chose to 
drew a practical line in terms of retail 
seIhg practices and program 
implement&ion rather than one based 
on a strict defi&iM of the term “XaW.” 
WhiIe the agency included in tha 
vohdery progmm thcs8 fish that are 
generally sold raw (La. not beat 
treated), it also included thermall 
processed shelled or unshelled lo its ter, 
crab, and shrimp. The intextt was to 
allo* for ~hrnta~~ rW&icm labeling of 
tkh that are g+trm&y eo1d &+wted, 
oronfce,maroakiveatpuz&aaeinfisb 
storeeorintbefrf&fi&se&onof 
grocery stores and that are n& peckaged 
orarepackagedbgthsretailerm~a 
packer. These pm ths @EMS of pnAucta 
for which man&toq nut&ion la 
ie most impractiad. In con- 
providing n&&ion l&&q for raw, 
frozen fish that Blre pwk8ged by B 
manu&cturer (usu+ is e box with e 
printed Mel and brend name] and sold 
inth8fromenfoodcaaeofagmcerystore 
is no more difficult for a manufactumr 
than praviding nutrition IabeIing of 
other packaged foods. l-bus, these 
products appropriately come under the 
mandatory nutrition labeling program. 

The 8genc.y has made 6 similar 
distinction with frozen p&aged raw 
fruit and vegetables and bas re&ved no 
comment on it. It is likely tbet the 
greater concern on the part of the fish 
industry was a result of the 
inconsistency between nutrient values 
to be declared in the vobmtarv versus 
mandatory programs (Le., nu&ient 
veluas besed on *‘as prepared” versus 
“es packaged” levels, respectively). The 
agency believes the exemption in nt3~ 
5 101.9(j)(ll) should eliminate this 
concern. Accordingly, PDA sees no need 
to amend its interpretation of the term 
‘*rsw.” 
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The agency would like to clarify, 
however, a misintarprataticln of the 
above definition’ of raw &h that 
appeared in comments. FDA considers 
raw shellfish in or out of the shall to ba 
under the voluntary program, whether 
they era sold hamed in plastic 
containers or d&played loos&y in treya 
or bowls. In ad&ion, pnstew;izad crab 
meat that is not ahalf-stable and is sold 
on ice or refrigerated would be included 
under the voluntary program, whereas 
canned asteurized crab meat that is 
shelf-sta % le would be subject to 
mandatory nutrition labaling 
regulations. As discussed abova, the 
agency considara nutrition labeling of 
the refrigerated product that may not 
have gona through a manudadvring 
plant impracticf& Howsver, the 
procassing of tha canned product is 
standardized, and nut&inn fabaling can 
be easily accomplished and is required. 
I. Meat Products Regulated by IDA 

215. Several comments racommended 
that nutrition labeling of game maat 
should ba on a voluntery rather than 
mnndatory basis. One game meat 
association stated that bacausa buffalo is 
a red maat. it should ha axempt from 
FDA regulations and should ba allowed 
the option of voluntary labeling under 
USDA guidelines. The comment &IO 
requested that any required nutrition 
information should be allowad to be 
displayed at the point of purchase to 
reduce costs associated with nutrition 
labeling. 

A number of comments exprassad 
concern that the cost of analytkael 
testing and nutrition labeling wonkl ba 
prohibitive for the srnali game meat 
producer. A raqnest was made that an 
economic impact study be condluctad of 
the effect of the proposed raguletions on 
the buffalo industry before any final rule 
is issued. Comments suggested small 
business exemptions for producers 
marketig lee5 than from IOO,CICMI to 
150,000 pounds par year psr each 
product label. A few comments also 
requested that introductory test market, 
seasonal, short run, and experimental 
products should be exempt from 
nutrition labeling. 

FDA is responsible for the regulation 
of all meats not covered by USDA under 
the Federal Meat Inspection Act end the 
Poultry Products inspection Act (e.g., 
deer, bison, rabbit, wild turkey, or 
ostrich, hereinafter idantifiad as “game 
meats”). Therefore, the iaw does not 
provide an option for such products to 
be covered by USDA guidelines. 
However, FDA appreciates the fact that 
game meet producers have had little, if 
any, expanence with nutrition lebaling, 
and that analytical data base 

information is scarce. Accordingly, the 
agency will give game meat5 a5 much 
latitude as possible under the 1990 
emandmants. 

Because many game meat producers 
are small enterprisa5, it is possible that 
some will fall undm the cnrrtmt small 
bu@neaa exemption. M+y of &hosa that 
do not inay do so in tha future if a 
legislative amendment is passed to 
incraasa the exemption. However, if an 
amendment is not forthcoming, all 
nonexempt producers must provide tha 
required nutrition information whsn the 
re -ulati~ns become effsctive 

%bilethestatutedoasn&ilowFDA 
to include raw game meats under the 
voluntary nutrition ,&&&ng program for 
raw fruit, vagatables, or fish, for 
consistency among all animal flesh 
products, single-ingredient game meat 
products (frozan & unfrozen. packaged 
or unpackaged] will also ba indluded in 
5 10¶.9(j)(lll that permits the s 
information to be declared on eitliar an 
“as purchased” or ‘“as prapared” basis 
(see comment 213 of this document). 

Also, in response to a comment, FDA 
is adding S 101.9(jW12) to the final 
regulations to allow nutrition 
information to ba provided in 
accordance with paragr&ph (a)(21 of this 
section which allows the uired 
information to be placed on “1 ab&ng, 
that is on signs, PoIitBfs, tags, or in 
binders or booklats &ia$ayad at the 
point-of-purchase. m]A believes that 
this action will allow game meat 
producers to give fir5t iority to 
nutrient anafysas and r ata collection 
and to update nutrient da&rations 
mora fmquantly than would he possible 
if the information.wara printed on food 
labels. 

216,CIne comment requested the us8 
of e data base to reduce tha co5t of 
nutrition labeling for game meat. It was 
noted that the nutriant composition of 
buffalo meat varies widely according ta 
whether the animal was grain fad or 
range fed and according to age at 
slaughter. Another comment 
recommended that nutrient information 
for buffalo meet come from actual 
sample tasting and not computer 
composites. The comment requested 
that FDA/USDA “do the 5ama complete 
nutritional study for the buffalo 
industry es it doas for other industrias 
enveloped by the 

FDA a&now1 ecf 
reposal.” 

ges that there is 
limited nutrient data available on game 
meats. The agency advises that it does 
not conduct nutrient analyses for any 
commodities; however, it 1s willing to 
work cooperatively with game meat 
producars to produce a valid nutrient 
date base. To this and, the Agriculture 
Research Service of USDA has 

exparim Tn worlriag coueboratively 
with industry in &velopLng toed 
corn osition data (Ref. 117). 

e/ 21 . h&my gema meat processors 
r0quested ax0rnptian &om nutrition 
labeling for cu&om SW&M. &atom 
rx- maat is&i& yild game or 

.thatkhV~the 
spa&&&ti&~af~~omBr.Themfnlt 
may haveheez~ snid to the clletomer or 
broug&$n by t&e customer for 
but- G&mm~ts Btetsd that 
because the customer owns the animal 
et the time of w the nutritional 
aspect of the meat product is the 
~~~~~~~~~~~~lations 
being hmd siyltantiy b USDA 
for nutrWm labeling of n&et end 
po&ry pJXX+5, lagA i5 exem@.ing 
custom processed fish and gem0 meats 
from mandatory nut&ion h~bali~~ This 
exam&ion is found in new 
§ 101~9(j~(11Miil. Legal authority for this 
is that what is b&n sold is not the food 
but the proct~sing?‘hus, the food is not 
subjact to section 403(q) of the act 
K. Small Pachges 

218. A number of comments 
support~ci the small 

7 
adksge exemption 

proposed in § 101.91 (117, While &few 
comments su d 
nutrition lab 

port9 
L ’ bii 

t.ba plovision that 
mvided for foods 

in small packages at &a point of 
purchase in accordance wi& paragraph 
§ 101.91aI(2); many other cop~11ent5 
objected to this raquiramant. Several of 
these comments objected on the grounds 
that the 1990 amendments did not 
include a requirement for point of 
purchase di5closure for &mall ,ackages, 
or that point of p&as& fli5p P ay5 of 
nutrition inform&ion wenld mte 
“unnace~~ry clutter” and “place an 
undue burden on retailers” to ff nd space 
for the information. One comment 
stressed the econo&ic impact the 
proposal would have on supermarkets; 
especially those with front-end 
operations and checkout lanes where a 
wide variety of small packaga item5 are 
offered for sale. The comment stated 
that such araa5 would have to ba 
reconfigured with fewer items available 
because of space lost to signage and 
fewer inventory changes made 
throughout the year. A commant raised 
a question about who would ha held 
responsibla if the information was not 
available at the point of purchase. 
Comments recommended that 
manufacturers, not retailers, should be 
responsible for nutrition information on 
all packaged foods. A suggestion was 
also made that interested consumers 
could refer to larger retail packages of 
the same product or could write or call 
the manufacturer for the nutrition 
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Information by using an address or 
telephone number given on the package 
label. 

FDA is persuaded by the comments 
that st is impracticable to require point 
of purchase display of nutrition 
information for small packages. 
However, because section 403 (q)@)(B) 
of the act states only that the nutrition 
labeling requirements shall not applly to 
the label of the food, not the labeling as 
is included in section 403(q)(5)(C) and 
(q)(5)(D), the agency concludes that 
nutrition information about food in 
small packages must be provided to 
consumers through alternative means. 
The agency agrees with the comments 
that manufacturers should bear the 
responsibility for nutrition labeling of 
oackaeed foods and finds merit in the 
gugge&on that manufactur&s provide 
an address or telephone number on the 
package for consumers to write or call 
for nutrition information. FDA believes 
that almost all small packages should be 
able to add a short phrase, such as “For 
nutrition information, call l-800-123- 
4567” to the label. In fact, many 
packages currently give an address o:r 
telephone number for consumer use in 
obtaining additional information about 
the roduct. 

T R erefore, FDA has modified 
5 101.9(j)(ll), redesignated as 
5 101.9(j)(13)(i), to delete the 
requirement that foods in small 
packages that bear no nutrition claims 
or other nutrition information provide 
the required nutrition labeling in 
accordance with § 101.9(a)(2). The 
agency replaced it with a requirement 
that the manufacturer clearly state on 
the package label where a consumer 
may write or call to obtain the requirled 
nutrition information. If a manufacturer 
finds that it is impracticable to comply 
with,even this requirement on a 
particular product, the manufacturer 
should write to the agency in 
accordance with 5 101.9(g)(9) (see 
section VI.P.3. of this document). 

219. A few comments from health 
professional organizations expressed the 
belief that the 12 square inch standard 
for “small packages” was too large, and 
that consumers should have as much 
information as possible about what they 
purchase and consume. One comment 
stated that “with the increase in 
fabricated foods and single serving size 
packaging, [they wereJ convinced that 
nutrition information can and should go 
on less space,” adding that by using an 
aobrevidted format, nutrition labeling is 
possible on smaller packages, down tla 
8 square inches. 

However, several other comments 
objected to the 12 square inch definit.Ion 
for small packages, stating that it would 

not allow enough space for all the 
required information on the label, 
especially on a product with a lengthy 
ingredient list. The comments stated 
that the 12 square inch standard for 
exempting small packages was 
established years ago when much less 
information was required on food labels 
(i.e., before mandatory nutrition 
labeling). The comments also expressed 
concern that attempting to include all of 
the required information in 12 square 
inches would result in a label that 
would not be legible, making it difficult 
for sight-impaired or elderly persons to 
read. Comments also said that such a 
presentation would discourage use of 
the nutrition information, thereby 
undermining the purposes of the 1990 
amendments. 

Two manufacturers commented on 
the unique space problems arising when 
more than one language is used on small 
packages inasmuch as 5 101.15(c)(2) 
Fequires that if a language other than 
English is used, all information on the 
label must be printed in both English 
and the other language. One comment 
pointed to the fact that the United States 
has become an increasingly bilingual 
nation, making Spanish-language 
labeling a “necessity in many parts of 
the country.” 

Several comments requested a more 
flexible ru!e based on “practically 
available space” or “usable surface 
space” on labels. One comment stated 
that the term “surface area available to 
bear labeling” is newly coined and 
unfamiliar and likely to be confusing. 
The comment recommended that the 
exemption be couched in terms of “total 
square inches on the information and 
alternate panels,” which are familiar 
terms to manufacturers. 

Other suggestions included: (1) Using 
a 20 square inch surface area, (2) 
excluding the principal display panel 
from the 12 square inch requirement, (3) 
excluding odd shaped parts of packages 
from the total surface area available for. 
nutritional labeling. (4) allowing a linear 
(i.e., string) format for the nutrition 
information, (5) making the nutrition 
profile optional, (6) allowing for 
abbreviations of nutrients, (7) deleting 
the requirement for declaration of 
“Servings per container” on single- 
serving containers, and (8) allowing 
required nutrition information to appear 
anywhere on the package expected to he 
reed by consumers rather than just on 
the information panel as required by 
$101.2. In regard to the latter comment, 
one comment suggested that f 101.2 be 
modified to allow required information 
to be placed on other label panels 
adjoining the principal display panel or 

the information panel when there was 
insufficient space on a sin 

A few comments stated t % 
le panel. 
at no 

manufacturer should be required to 
change its existing label style or 
container size to accommodate nutrition 
labeling. The comments urged that areas 
of a package not traditionally used for 
labeling should be excluded from the 
total surface area (e.g., many companies 
do not use lids of jars, necks of bottles, 
or bottoms of cans for labels). One 
comment recommended that current 
company practices be grandfathered 
until the company changes its packaging 
or container. 

The agency received additional 
comments regarding small package 
limitations in response to the format 
proposal. Several comments from 
manufacturers of smaller size products 
such as candy rolls and bars, chewirg 
gum, canned fish, and cookies stated 
that such labels could accommodate 
only the CONTROL format. Two 
comments suggested raising the 
minimum 12 square inch requirement 
for “small packages” to 13 square 
inches. 

A number of comments addressed the 
inclusion of the DRV’s on the labels of 
small packages. These comments apply 
to inclusion of the footnote nrovidin@ 
calorie-specific recommendid nutrieit 
amount information specified in 
§ 101.9(d)(8)(i). 

The majority of comments asserted 
that it would be difficult to 
accommodate the DRV’s without a 
relaxation of the minimum requirement 
of 12 square inches of printable label 
space. Most of those seeking relief 
suggested the option of listing DRV’s in 
linear rather than column array over an 
intermediate range of printable package 
area. Alternate upper limits suggested 
were 20 and 26 square inches or no 
more than 30 percent of printable 
package area devoted to the nutrition 
label. One manufacturer provided 
support for 20 square inches as a 
minimum area below which DRV’s 
could not be accommodated without 
violating minimum type size or 
principal display panel size 
requirements. It submitted executions of 
the proposed and alternate formats for 
several existing products. One comment 
suggested several principles to be 
followed by FDA in establishing a range 
within which the DRV listing could be 
modified or deleted while preservmg 
legibility and remaining in conformance 
with existing labeling requirements 
concerning type size and area devoted 
to the principal displa 

FDA acknowledges t Y, 
panel. 
e need to give 

consumers as much information as 
possible. The agency is persuaded, 



however, that with mq&eme& ti 
morenutrition-related information, it 
may be diffi& to at all of the required 
information cB! pa & sthatjustmaet 
or f&$$ldy excresld 12 squar&incllw of 
surpaoe flma 83wilnhle ta beer labtag, 

suggesticm to apply tba 30 percent 
criterion to space r43quimmants 
necessary to corn& with FDA 
regulations hes merit. Rased on current 
requirements (sea $101.1(b) and (cl), the 
princi 
consi ered to cover 40 3 

al display panel can be 
ercent of the 

total surface am3 svaila Ii le to bear 
labeling. On the awumpthm that no 
more than half of the remaining 60 
percent of the labal should be required 
to be devoted to FIJ&requtred 
information (i.e., the nutrition label and 
ingiedient list), 30 percant of the total 
surface area would be used for such 
information. This is consistent with the 
comment. 

Based on the data examined, FDA 
believes an upper limit of 40 square 
inches of surface available to bear 
labeling is appropriate to define an 
intermediate sized package. The 

with 37 l#pwe lnwsevwe to‘8sar 
labeling In order to provide incentive to 
allaw suf3tient space ta irMk?a &a label 

FDA looked to the commants for 
suggwtimw of added flexibi#ty for the 
labeling of foods in intanardfate sized 
paclrogw availsble tobear ‘ l 

Y Suggwti~ns in the commente lno uded: 
Allowing a llnaar (Le., 8 * format for 

YiT!L nLltrition lnformatlon (irlc 
DRV listin@ maktng DRV’s o .gr%l 
allowing f&‘abbravia#ons, ids isrtng the v 
requirambt fix dtkbtivaf”mgs 
per contafner” on &rgl~ 
contair&rs, and allo+rIn$ro@od 
nutrition finfbhnatiim ts 
placea#lan&oseraqui 

” liar in ather 
J&Y 8 MH.2 

(i.e., the l$br&&ion panel). Dapendant 
upon the urcumatarmas of a par&&r 
package abra and shape, the agency is 
~~t~~t~~u~~f~~~~ 
sugjbsted rae&a&. In tstM&n, 8s 
provided&r a0 !j 10 
manufahturars may 
allowlaacas for plmv ired 
information on tags 
product according to S la1.9(af(2) as 
discussed in section VI.P.3. of this I 
document. Foods For Which Labeling Is 
Im rac&able. 

K regard to the request ta delete the 
requirement for declaration of “Servings 
per container’” on single serving 
containam, FDA finds that inasmuch as 
tl-15 daclamtion of ‘“Serving si&’ on 
such products till rpectfy that the 
serving is the entire unit (e. 

f 
., 1 can or 

x bar), it would be needless J repetitive 
to state thet there is one serving per 
containar, Therefore, FDA has modified 
§ lOl.Q(d)(3)(ii) that pertains to all 
container sizes to state that “Servings 
per container” is not nquired on single 
serving containers as defined in 
!j 101.9(b)(6). 

While the provisions being made to 
increase flexibility are for-the purpose of 
making it easier for manufacturers to 
place mandatory nutritiion labeling on 

S lOl.Q(j)(13)fijlIB~ for thma man&w 
nutrients whose m&as exceed 10 
charactera 

se- siae: serv. sirte 
Servings per contdner: Secvings 
Calories from fat: Fat cal 
Saturated fat: Sat fat 
Cholesterol: Cholest 
Total carbohydrate: Total care 
Dietary fiba: Fiber 

Section lOl,9(d)&?)(iv) allows these 
abbreviationa to also be used in a 
footnote within the nutrition labal. 

As discussed above in section V. of 
this.documertt on the format ofthe 
nutrition label, FDA is providing in 
% 161.9(jl(13)(ii)(C) that the footnote ant! 
caloric conversion information required 
in 5 lOl.S(dl(ft) and (dl(10) may ba 
omitted on intermediate sized packages. 
When the footnote required by 
§ lOl.B(dl(B) is omitted, an alternate 
footnote muat be used that states: 



“Percent Daily Values are based on a 
2.000 calorie diet.” 

The agency believes that concerns 
expressed in comments requesting that 
the nutrition information be allowed to 
appear elsewhere on the package rather 
than just on the information panel as 
required by $101.2 (see 9 101,9(i)) are 
generally addressed by 8 lQl,2~al(l). 
This section states thst if the 
information panel is too small to 
accommodate the necessary information 
or is otherwise unusable label space, 
e.g., folded flaps or can ends, the panel 
adjoining to the right may be used. 
However, in recognition of the increased 
need for this flexibility in packages with 
less than 40 square inches available to 
bear labeling, FDA is providing in 
I lOl.Q(j)(13)(5)@) that n&idOn 
labeling on intermediate sized packages 
may appear on any label panel, 

As a conforming change. 8 101.9(c), 
(d). and (i) have been modified to reflect 
the provisions of § lOLQ(jH13). 

In regard ta the cotqments requesting 
an exemption or postponement based on 
current company.labeling practices, 
FDA advises that Congress did not 
provide in the 1990 amendments for any 
such actions. The aganoy recognizes the 
possible econo& burdens associated 
with changing h&e@j pmctices and 
has tried to incorporate suffident 
5exibiJity to min5nfze the need for such 
changes but has no a#mrity to ,prevent 
them, FDA advises &at in 5 101.1 the 
agency stated that, in determining the 
area of the principal display panel, tops, 
bottoms, flanges at tops and bottoms of 
cans, and shoulders and necks of bottles 
and jars were to be excluded. Therefore, 
it is reasonable to conclude&at the 
agency will not include these areas in 
determinin the “surface area availalble 
to bear labe ing.” If 

220. A comment requested 
clari5cation as to whether 
manufacturers of products that are sold 
in small packages that qualify for the 
small package exemption are required to 
omit nutrition information from the 
label and then present it through other 
means as required in proposed 
5 101.9(a)(Z), or whether they may 
attempt to provide the nutrition 
labeling. 

While comment 218 of this document 
addressed the underlying concern in 

; this comment about the mandatory 
inclusion of required nutrition 
information in labeling at the point of 
purchase, PDA does not view this or any 
other exemption under 5 lOl.Q(j) (except 
for infant formula which is subject to 
other labeling requirements) as 
prohibiting a manufacturer from 
including nutrition labeling on the label 
of a food product. The agency 

encourages the inclusion bf nutrition 
information on the label of exempted 
products whenever possible. To clarify 
the situation, 5 lOl.Q(j)(l3)(i) has been 
modified to state that the new 
requirement for an address or telephone 
number for consumer use in obtaining 
nutrition information is to apply to 
products that qua5fy and use this 
exemption. 
L. Shell Eggs 

221. One manufactures commented on 
the labeling of egg cartons, stating that 
proposed § lOl.Q(j)(lZ) allowing fos the 
presentation of the required nutrition 
information immediately beneath the 
carton lid is as impractical for many egg 
cartons as requiring its display on the 
upper surface of the lid because both 
surfrrces conform to the shape of the 
eggs. The comment suggested that 
packaging of this kind may not be 
readily imprinted at all. The comment 
further stated that eggs are a largely 
homogeneous agricultural commodity, 
and eggs sold at retail in their ahe& 
should all be treated alike with respect 
to nutrition labeling, whether the eggs 
are in bulk, on trays without cartons, or 
in cartons. The comment requested that 
eggs be exempt under 21 U.S.C. 
343(q)(3) that allows the Secretary to 
provide that nutrition labelin be 
displayed at the p&n&of 4 asefor 
foods received in bulk containers. 

FDA is persuaded by the comment 
that it may be impractical for egg 
cartons that confer-m to the shape of the 
eggs to bear nutrition labeling. 
Accordingly, PDA is modifying 
5 lOl.Q(j)tlZ) (redesigneted as 
S lOl.Q(j)(lS)) to allow the required 
nutrition information to appear on the 
inside or the outside of the carton, or on 
an insert that can be dearly seen when 
the carton is opened. By doing this, FDA 
is greatly expanding the total surface 
area available to bear labeling. 

FDA rejects the suggestion that, 
because some eggs aresold in bulk, all 
eggs should be allowed to be labeled at 
the point of purchase according to the 
exemption for bulk foods (5 lOl.Q(j)(Q)). 
As discussed above, nutrition labeling 
for eggs may appear on the egg carton 
or on a package insert. FDA concludes 
that there is no need to modify 
5 lOl.Q(j)(14) to allow for further special 
conditions for shell eggs packed in 
cartons. If, in fact, a manufacturer finds 
it impossible to label a particular egg 
carton or to include a package insert, it 
may request a special allowance from 
the agency, as discussed in comment 
223 of this document. 

M. Multi Unit Pa&ages 
222. A few comments disagreed with 

the requirement in proposed 
5 lOl.Q(j)(13)(iii) that each unit within a 
multipack state “this unit not labeled 
for rata5 sale.” Comments stated that 
this tecmirement is redundant because 

Lithout nut&ion labeiing ” 
The agency does not agree that the 

requirement is redundant. Although 
multiunit containers may be enclosed 
and are not intended to be separated 
from the retail package under normal 
conditions of sale, ocoasionelly the 
individual unitsWare separated 5om the 
multiunft coat&ref: and ptmzhased 
separately, proposed S!$lOl.Q(j)(l3)(i) 
and (j)(W(Ul, padeaignatedas 
§§ lOlQ(j)(15)(1) and (j)(G)(5), state: 
“The multiunit retail food paokage 
labeling cofitains all nutrition 
information iq ,accordance with this 
section:” and ‘The unit containers are 
securel@nclosed withig and net 
intwided to be seperated from the retail 
package under conditions of retail sale.” 
These sections caimot guarantee that the 
units in a muWndt pa&age will not be 
separafed: eg., i&en jut&bars, so5 
drink bdes, and ati& ofW$erere 
sometimes 

3a 
arated 5om an eu&sed 

multiuriit g ge by, consumers prior to 
p&h&e at the rotail 1tWli. Th&&Jre, 
PDAfsnotm 

v 223. A So5dri 
*the Htgtddm. 

trade o&m&&m 
requested a provision in the &ml rule to 
exempt from nutrition lab&n 

T 
glass 

bottles with Uthographed labe ing that 
are marketed in multi-unit packages. 
Theae bottles, the cornme& point@ out, 
are 05eo loosely 
secuply endos J 

acked rathar than 
. The cornrrmnt made 

referende to’&8 technical limitations of 
labeling glass by the lithograph method, 
and the impractioalityof~pladng 
nutrition lebeling on &+I individual 
bottles or “unit containers.” The 
comment requested that the agency 
clarify the proposal to e&ure the 
continued availability of lithographed 
bottle multiunit packages and suggested 
that the nutrition labeling information 
appear on the information panels of the 

“%k$SjfEt3Eiges that there 
will be some c’ lrcumstances in which 
strict adherence to the regulatio.ns (in 
this case the requirement that units be 
securely enclosed in the retail package) 
is not technologically feasible, or some 
other circumstance makes it 
impracticable. Proposed S 101.9(g)(8) 
would have allowed for alternative 
means of compliance or additional 
exemptions to deal with the situation 
when firms were unable to develop 

. 



adequate nutrient profiles. The agency 
concludes based on this comment that 
this lbtimde should be av&lable for 
additional circumstances. Accordingly. 
FDA is modifying § 101.9(g)@), 
redesignated as 5 lOl.Qfgl(Q), to b%aden 
its scope by st&ing “Wbes~ ii is not 
technologically fftaaible, or same other 
circumstance makes it impratiicable, for 
firms to comply with the requirements 
of this section (e.g., to develop adequate 
nutrient rofilas to comply with 
paragrap R (cl), * * *.‘I 

Additionally, FDA believes that 
actions taken to address tecbnddgical or 
other problems on a case-by-case basis 
do not need to be established by 
regulation in response to a petition to 
initiate rulemaking. Therefore, the 
agency is replacing “establish by 
regulation” with “permit” in 
5 101.9(g)(Q) and is deleting the 
reference to a petition, stating instead 
that firms in need of such special 
allowances shall make their request in 
wriiing to the Food and Drug 
Administration, OFfice of Nutrition and 
Food Sciences (HFF-200), 200 C St., * 
SW., Washington, DC 20204. However, 
FDA concludes that no change is 
necessary in S lOl.Q(j)(35) in response to 
this comment. 
N. Foods Sold from Bufk Containers 

224. A food retailer wrote in support 
of the requirement in proposed 
5 lOLQ(j)(‘I4) that nutrition labeling 
information for bulk foods be provided 
at the point of purchase. However, the 
comment took exception to the agency‘s 
intention to include within the 
requirement individually wrapped bulk 
food items such as candies, arguing that 
the exemption for small packages 
should apply to small individwally 
wrapped food items that are solid in 
bulk. 

FDA disagrees with this comment. 
The labels of individually wraplped 
small food items, such as bite size 
pieces of candy, are exempt trum 
nutrition labeling under the small 
package exemption (§ lOLQ(j)(13)) 
because of the lack of space needed to 
print the required information. 
However, under section 403(q) of the 
act, foods sold from bulk containers 
must be nutrition labeled whether or not 
they ale individually wrapped. 
Nutrition labeling can, and should, be 
presented on the labeling of the bulk 
container or on a counter card, tsign, or 
other appropriate device as identified in 
fj 101.100(a)(2). Moreover, as discussed 
above, the exemption for small packages 
only applies to the label and not to a 
product’s labeling. The agency reiterates 
its position as stated in the Fedsral 

Register of’Jtiy l&i990 55 FR 29&P 
at 2Q505, &d 56 FR 60368 at 60379: 
l * * Many foods, such es candies, w&es. 
and Dada. are offered for sale from lame 
conthnem such as barrels or bins. FDA, has 
traditionallv m&red that tbesa foods bs 
labeled in E&O&WS with section 403(i)(2) 
of the act thmyeh the we of 6 co-@ @gn 
~~~~e~l~~~e~~~~ 
121 CFR lOl.lQQ(a)(2)f. T&I agency believe6 
that nutrition lebeling can be provided in a 
similar manner. Therefore, ,the agenay will 
require nut&on information for such foods. 

Accordingly, no changes are being 
made to 5 lOl.Q(j)(l4), redesignated as 
§ lOl.Q~jf(l6). 

225. Several other comments were 
received in support of the requirement 
in the proposed version off 101.9~){16) 
that nutrition labeling information for 
bulk foods be provided at the point of 
purchase. Two comments recommended 
that nutrition information be provided 
in the form of brochures or “tear-off” 
sheets at the point of purchase, so that 
consumers can have the. information 
available at home. 

FDA agrees that tear-bff sheets or 
brochures with the required nutrition 
information would be useful to 
consumers and encourages 
manufacturers to provide retailers with 
the required nutrition information in 
such form. Section 403fqX3) of the act 
states: “For food that is received in bulk 
containers at a retail establishment, the 
Secretary may, by regulation, provide 
that the nutrition information required 
’ * * be displayed at the point of sale.” 
Thus, the statute does not specify the 
form in which this information is to be 
provided. Accordingly, FDA has not 
made the recommended change. 

226. A retail ice cream manufacturer 
requested that the proposed version of 
5 lOl.Q(j)(lS) be clarified so that scoops 
of ice cream that are dispensed by store 
employees from bulk ice cream 
containers are clearly not subject to the 
“sold from bulk containers” 
re uirement. 

?D A advises that it is not necessary to 
exempt ice cream from the requirements 
of§ lOl.Q(j){361. Ice cream that is 
dispensed by store employees from bulk 
ice creem containers at an ice cream 
store is for immediate human 
consumption and would therefore be 
exempt from mandatory nutrition 
labeling under revised $ lOl.Q(j)(Z)(ii). 

227. A retail grocery chain stated that 
popular bulk food items sold from bins 
and barrels but packaged by clerks for 
customer convenience should not be 
required to have nutrition labeling on 
each packabe. 

FDA advises that 0 lOl.Q(j)(16) allows 
food products sold from bulk food 
containers to display the required 

nut&m inGr&ition “ei&er on the 
labeling of the bti& c@ainer p’taknly in 
viflw or in aoGu*ce with povifJions 
of paragraph (al@) of this section.” 
Section 101:9(6)IZ] atiows use of counter 
cards, signs, tags af’fbmd td the p&duct, 
or other apprbprfate de&&. ’ 
Acc&n@& &a ~n&ai&e~ such foods 
me pd ,ww&$&yfd M&e -tier 
need not bear~autritian labeling ae long 
es the requirhd nutrition infudon is 
plainly in view, r@ar&aB8 ofwh#&mr it 
is the consumer or a store emplo$e that 
packages the product. However, if the 
foods are packaged in an area that is off- 
limits to customers, and the information 
is not plainly in view, the required 
nutrition information must be available 
on the package labs1 or ixI labeling 
adjacent to the packages accordiiy to 
the provisions of S lOl.Q(aII2). 
0. Foods Used as the Soie Item of the 
Diet 

228. One professional organization 
and one consumer interest group wrote 
in support of FDA’s tentative decision to 
delete the exemption in current 
S 101.9(b)(3) for foods promoted as the 
sole item in a diet (such as fsnnulated 
weight-la& pt”ducta) nd to @w&e 
same labetiag ttirementi f@r tbom 
products as aii o “9F C foo@~ The 
consumer iniereti @aup @ated that 
“consider&g tl$e l&Ini@el Long-tti 
benefit from @t&e rdd&ts arid&e 
potentid for harm L m tile 
unsupervised use of these products, 
FDA should consider pater labeling 
requirements for these products.” 

FDA intends to monitor the use and 
labeling of foods used as the sole item 
of the diet and, as dis~~ssecl in the 
supplementary proposal (56 m 69366 at 
60378), will consider at a later date 
whether there should be additional or 
different requirements for the nutrition 
labeling of these products. 
P. Other Requests for Exemption 

1. Donated Foods 
229. Two comments from food banks 

requested an exemption from mandatory 
nutrition labeling, citing that food banks 
are nonprofit charitable organizations, 
and. as such, it would be “unreasonably 
costly and unduly burdensome for (food 
banks) to be required to apply complete 
nutrition labelingfo repacked food 
products.” The comments stated that 
the exemption is necessary to ensure 
that mandatory nutrition labeling rules 
do not hamper the ability of charitable 
organizations to receive and distribute 
foods to needy individuals. 

Section 403(q)(l) of the act requires 
nutrition labeling on food that “is 
intended for human consumption and is 



OF 

organi~tions rat+er than being 
a&toyed ifthey do not present a safety 
concern, and the recipient is fWy 
infermed as to the prablem with the 

f”%?%%H~!$kpressed 
concern that if dQn@ted hods, are 
exempted fromhutritkm labeling. tha 
goals of nutrition labeling will not he 
met for individuals who rely on such 
foods. 

In passing the ZKhZt amendments. 
Congress intended to require that 
consumers have the necessary 
information ai their disposal to select 
diets that are consistent with dietary 
recommendations aimed at improving 
the bmlth status of Amrieens. 
However, by requiring nutrition lab&ing 
only on foods offered for sale, Congre:3s 
limited the coverage of the nutrition 
labeling requkements. Therefore, while 
the agency wmtld encourage nutrition 
labeling on any foods rep&aged OP 
relabeled by charitahlft organizatians, 
the statute does not require such 
lebehg. 

The agency is pleased to note, 
however, that in conversatians with the 
Food and Nutrition Service, USDA, 
which administers the Feed 
Distribution Program, the Prod and 

asaociatkm and a mxtgtttectuter 

(A) Accords @the 

ywithss&on4W&#oft~ad. 
3. Foods for Which Lahehng Is 
Impracticakle \ 

label were placed on the side of the 
tmttl8 it would be impassible to recycle 
the bottle for milk use beceuse of 
problema with washing and disinfecting 

nutritian label for milk in 
?a 

muunahle 
glass bottles be p ted on plrpcards at the 
point of purchBEIB, 

clt.her camments requested special 
allowances for uniquely shaped package 
containers lsuch as tmntainm of bonny 
in the shape of a bear, individual juice 
containers in the shape of a hand 
grenade, or cheese bells] or 

$“” 
ging 

materials that do not allow ar fine 

4. Food6 pUdas8cl Under Government 
confraot I, 

29505), it stated tb0t 
asartments of food are pfkckaged, Brme 
will be requtred to express mrtrient 
content based on the package as e whole 
(e.g., the entire product contents mey be 
combined for e nutrient anelysh~l.~’ PDA 
recognizes th8t the terms ‘*willi he 
required” and %rttp be combined’” 
appear tncedsttmt, T%dm3, PO cIa&y 
the reguletion and in - with 
the agency’s int0nt to offer f?exihiBty in 
the kaheling of assortments of foods, 
FDA has mod%ed 5 lOl.sCelfll, 
recodified as 5 lol.sfh)(l), by deleting 

t” and adding e new 
that when 



separately packaged ingredients; or 
essortments of the same type of foods 
are intended to be eaten at the same 
time, the nutrition information :may be 
specified for each component or as a 
composite value. In develo 
composite nutrient value, tg 

ing a 
e entire 

product contents would be combined 
Ior a nutrient anal 

T 
sis. 

In addition. to c arifv the tern] 
“assortmentsof food”S?DA has 
modified 5 101.9(h)(l) by adding 
“assortments of the same type ad food” 
and including the example of assorted 
nuts, 

236. A few comments addressed the 
labeling of variet packs containing an 
assortment of in J ‘vidually 
products (e.g., assorted ma f 

ackaged 
y-tab-eat 

breakfast cereals or snack foods such as 
corn chips, c&m puffs, and potato 
chips). A food maxiufacturer marketing 
variety a&ages stated that they 
curren tp y label each of the single-serving 
packages placed in a multi-serving 
container separately. The comment 
stated that the outer wrapping i,s 
generally transparent, making extensive 
labeling on the outer wrapping 
infeasible. Another comment suggested 
that the outer label contain the 
statement “Indfvfdual inner units carry 
nutrition information” where each of 
the singleserving pa&g& in the 
variety pack bears nutrition labeling. 
The comment also stated that larger 
sizes of the individual packages; of foods 
in the variety pack are invariably 
available to consumers at the same 
location, and the nutrition label.8 on 
those 1 
if desire 7 

er packages may be reviewed 
. 

FDA points out that a primwl 
purpose of the 1990 amendme$s is to 
allow consumers to maintain healthy 
dietary practices. To do this. consumers 
must have access to nutrition 
information at #he point of purchase. In 
many situations, consumers can look at 
the nutrition labels of larger pa&ages of 
the individual foods for nutrition 
information. However, the agency does 
not agree that it is always possible to do 
so. 

With respect to the transparent nature 
of the outer wrapping, FDA does not 
believe this m+kes labeling on that 
wrapping infeasible. Many bakery 
products are packaged in transparent 
wrappers and the& products provide 
nutrition and other label information. 

Inasmuch as many variety packs are 
currently printing the required nutrition 
information for each of the products 
contained in the variety pack in a table 
on the outer package, and because the 
outer packages are generally large, tbe 
agency concludes that a special 
allowance is not retmired for variety 

packs. Accordingly, FDA rejects the 
suggestion that the outer label merely 
state that the individual units within de 
package provide nutrition information. 

However, the agen 
r 

has no objection 
to manufacturers labe ing onl 
individual inner pa&g& if I 

the 
e 

information is p@&d &,,Iu&J a way 
that consumers catl clearly sw ft at tha 
time of purchase. Examplei of this type 
of packagii 
the marketp f 

can be found vtly in 
ace where m&&ion 

labeling is 
single-se rvrn 

rovided on the tops of 
g ackages of breakfast 

cereals. Acco l-i! ingly, FDA is adding a 
new paragraph S.lOl.Q(h)(Z) to specify 
that nuqition labeling ,of single-serving 
packages within @rieiy pa&s must be 
clearly visible at the point of purchase, 
Proposed 5 lOLQ(e)(2) is redesignated as 
5 101.9(-h)(4). 

237. FDA received comments from 
companies that sell food products by 
mail order, particularly varieties of 
foods and food assortments that are 
marketed as gifts. The comments 
requested special provisions in the 
regulations to provide some flexibility 
for packaged gift assortments because 
these packages are assembled from 
several thousand separately labeled food 
items, many of which are similar, 
differing only in size or 5avor, and 
which are used in many dierent 
assortments. Becauseof the uqique 
characteristics of the m+il order gift food 
industry, caused, in part, by rapidly 
changing selmtiuns of gift packages 
offered, the comments contended that 
nutrition labeling would have@ 
devastating effect on the industry, 
unless alternative means of compliance 
are allowed. 

The commentti requested that a new 
paragraph be added under prqiosed 
5 101.9(s) for assortments of foods 
intended to be used as gifts, allowing for 
nutrition information on such foods to: 
(1) Be inoluded on labeling, (2) be based 
on uniform serving sizes, (3) omit 
reference to “servings per container,” 
(4) be calculated as avefages for 
categories of foods having tiimilar 
dietary uses or similar significant 
nutritional characteristics for 
characterizing nutrients, (5) be based on 
calculiltions from nutrient data bases, 
and (6) omit foods meeting the 
definition of “small package” in 
S lOl.Q(j)(13) from determinations of 
nutrient content. A subsequent 
comment on behalf of the mail order gift 
food companies modified the last 
provision to state that foods in small 
packages only be omitted if they are not 
listed in promotional catalogues and are 
“optical garnishes” used to enhance the 
appearance of the gift package, or bonus 

items included as a f&e gift or 
promotional item. 

FDA is persuaded that special 
allowances are justified for gift packages 
containing a variety of foods (e.g., 
cheese, jams, and crackers packed 
together in one gift box) or of food 
asso~te~le.g., seved cWf&ent types of iiia3 1l ~~~~~A~~‘~e 
agency ie ad&g a 11ew pamgm h 

b 5 ~~“~~~.,~S. 

require&~tmtrltia&lf~~ to ap ar 
on the label or in labeling that is wi d? in 
or attached to the outer gift package. 
This pmvi@m allows the information to 
be consoWbd in a single document 

flmwr&&f6srent 
‘cm* the same 
thou& not 

necessarily in consbnt size p 
T%i 

es, 
as ars identified in the docmnent. 
action is in tion 

7 
of the fact thats 

the person who uys the gift package is 
generally not the person who will use 
the information. Acoording to the 

other than the purch&er. Moreover, 
many &ages&i pedtopumhasen? 
aresu fbquentlyo r Led as @fts to other 
persons. 

The %uter pack@’ is intend& to 
mean the cont8iner d&V&y within 
which component~~ psolssa. at 
does not mean&~ ogipljlng e&@~, 
unlnc; . 

B 
&xl 

bnent it9ii.d ?im paoked 

instea 
the&i pmgcrirton 

of being packe a *in a separate 
inner contain& - 

Comments also have nersuad&i the 
agen 

7 sizes 
that standard&g the serving 

or foods ‘inc@ded in gift packages 
will kimplify the &nultaneous 
presentation of information on a variety 
of different types of foods by putting the 
information for all products on a 
comparable weight basis and, thereby, 
increase the likelihood that consumers 
will use and understand the 
information. The comments requested 
that, where there is no uniform 
household measure that is either a 
common multiple or fraction of the 
quantity of an individual food in an 
assartmc3ot. ems om I5uid or solid as 
appropriate) be used as the standard 
serving size. Rather than leaving open 
the possibility of the use of any 
“uniform household measure,” 
however, FDA believes that an 
allowable exemption fi-om the serving 
size 

“% only w 
uirements would be permissible 
en all of the foods in a 

particular gift package are not subject to 
the same reference amount customarily 
consumed, as s ecified in 5 101.12(b). 

FDA has no o Jection to the 73. 
suggestion of a one ounce serving size 



serving sizes far fQads pfuxhpd irl gift 
paGkSwheE@&eyctifBesfrom~ 
amounts specified in 5 ~&.t2&> that are 
used us- far the clafnls. 
Therefore, § taI.B(b)W&] states that the 
reference amounts custamarily 
consumed tbet are listed in 5 1~1.~2 
must cantinue to be wed for 
of evaluating whether indi 

urpoees 
vd ual foods 

inagiftpatzkage ua 
L% 

for nutrient 
content claims or ClfdXlS. 

Inasmuch as section 4031att(l)(J3) of 
the act requires that the number of 
servings par container be included on 
the nutrition babeI, FDA does not 
believe that it has the authority to 
permit this itidan to be deleted. 
Howeveria~lQ1.@(h~3)(Jii),FDA is 
allowing for the number of servings per 
conteiiwr to be 5&&3d in the nutrition 
label as “varied” fthe 

wiU 

simihv dfetaay up or s@iIer 
signi?kant nutrt@naf cbamctertstics, 
FDA belfeves &at both crft&a. are 

COmpOSftUd. 

these 4 nut&&s wcmld have tea be ILO 
greater than 20 percent tn excess of the 
declared values in the m&r&ion Abel. in 
accordance with $1~1, 
reasanably less tha%l 
values, in aaxxdance with S iCK9,@)@). 
Nutrients other than th8 ~uet?mzmg 
nutrients could be staked as rm awmzqp, 
or composite. for the c&gory, without 
having to meet the standm& of 

FDA specifica& perm$t if data 
b- for czakultigtbe nut&ion 
inform&km for foods in gift packages, 
thetg-encyda6swtbefiaverssg~t~ 
pokkyfrumthatwhkhtbeagemzyis 

required are 8Q@k&le kK 
viW&m.r&kerak, 
carbQbycb;atct,c 
dietary fiber, unsaturated fat, and 
lxH%E&um amtaRt* k&ihkiu, in 
prop-d f ior@&S& the RutrSeBt 
content of the coxnpo&a im required to 
benomerethen20 Wabovethe 
labekd U&S force L ,mp%td 
fat, satureted fat, cbolested, end 
sodium. 

2W.Tb0s@ncyr~vedanumberof 
comments mgerding i& cf~~@ance 
policy as stated in proposed in 
§lOk.%(g](58FR603~at60381).Afcna 

foods. One B 
the n&k& wky not be fsbmluti?. 



they are more consistent for the 
consumer. Also. the. present system 
makes it easier for manufacturers to 
obtain compliance. However, the 
majority of comments disagreed with 
FDA’s compliance policy, requesting 
that either a tighter or looser standard he 
used. 

j 

the range was too lenient and &ted that 
they would like to see a tightur standard 
adopted, especially for calories. Rat, 
carbohydrate, and cholesterol were also 
identified as nutrients that ainmld have 
very accurate or exact label declarations. 
some sugg6sted other lintits of 
acceptance, such us a plus or minus 5 
to t0 percent range. Several comments 
supported a more accurate de&ration 
of nutrients in con&&ration of the 
needs of peiwns with medical 
conditions requking adknmme to 
specialized or reatrfcted #eta. orher 
consumem considered the 20 percent 
margin of error as b&g inaccnrate 84 
misiafiding. Sofna mmment8 ctmeidemd 
that wf& tedey’a m&IiiJwe tf&nol , 
food manufad~ co&d and shnul YK 
more auauate1y decIaron&rienta, 
not&Iy c&xies, on t&t k&ah4 and meet 
more stringent &m&r& 

Several co- M&uisd 
suggestions as how tohst2sr de&~* 
nutrient content q dse l3bfd. 
Suggestions indud the @adaration of 
a tolerance standard on all t 
1abels and an exarraple of 
tolerance could meen. For e~campkt, the 
label of a product heving a 10 percent 
tolerance for calorieew&d state the 
de&ration as “100 calories-could be 
90 or 130 c&riaa.” One comment 
sugpskd thet a statement he ired 
adjacent ta the c&rie v&s dec T ing 
that it ia “only an appraimate figure.” 
Another suggesbd that all food labels 
carry a vwqning of the 20 percent margin 
of error permit& for c&r&. 

Comments from industry and trade 
associations considered the 8~1120 

.P 
percent range unduly restrictive. flhey 
supported more flexible compliance 

I standards that would provide 
“representative values” of a product’s 
nutrient content. Representative data in 
one comment was defined as the mean 
or the mean plus or minus one standard 
deviation. Their contention was that, 
because of the natural variation of foods, 
application of FDA’s compliance 
procedures result in gross under- 
representation of some nutrients, such 
as vitamin A in carrots, and gross o’ver- 
representation of other nutrients, such 
as sodium in soft drinks (because af 
varinbility in water sources). The 
comments took exception to FDA%. 
“~ssert~c~r in tht discussion on fresh 

produce and se&& ia the mitndstory 
nutrition kbe.hng pro@ (Ss F’R 2S4tj7 
at 29508~ that nutrient content can 
largely he oontrolled in most 
manufactnred foods. In fad, they f&&ad 
there is greater variabiI& in ppacessed 
foods hacausa of the rzomp1* of 

65 to 135 percent Gompnsrms range was 
suggested. 

Another comment endorsed a more 
flexible compliance stand& whereby 
micronutrient levels needonl be 
present at a minimumlevel 60 r 
percent of declared lewda. They 
recommended that no numimum 
compliance IeveI he set. This comment 
was p@icularIy %n rewto the 
diffidiy ofa&&ngcornpRosme for a 
prodUct that haa.er starKI& of identity, 
suchasppesta,.w4~~~~~qad 
minimum h&a af 

of nutrients duringthe 
The agency disagrees %P th 

g process. 

establishing mom &ngent 
requirements for labsl k&s. F&M 
shares m about inditid&s with 
very specific health probkms irvbre 
diets must be closely mon&xed and 
controlled. However, no data have heen 
presented, and FDA is not aware of any 
such data, to suggest that health 
problems have been created bacause of 
the allowable variances. Therefore, the 
agency considers health management 
under professional guidance satisfactory 
using the nutrient values on the labels 
based on current regulations. In 
addition, it should be noted that the 
natural variability of foods may lead to 
both under- and over-reporting within 
the allowable variances for individual 
foods. These variances will tend to 
balance out over the entire day’s diet. 

While it is highly desirable to have a 
precise nutrient value on the label, it is 
impractical. The natural variability of a 
food is dependent upon a number of 
factors. Among them are the season of 
the year, soil type, variety (cultivar), and 
weather conditions. The processing that 

rounding of nutrierd. v&es. These 

declare - VI&MM ~MW 

the exceseive ctii8 to +ru9dde mm3 
exact label ds&ratione ars 
UnrsaaMlable’and wouId adha 

betweMlabeh3d8ndpinly~ 
would cause great conksfcm with no 
real Mt. 

nutrieots, nor haa it s& z.aWrmn 
complmnce levela for Ilaw 
specified in 5 lQl.#g&I) (i.e., calories, 
sugflrs, total fat, l3843mM fit& 
cholesterol, and sodium). The 20 
percent variability pent&tad is not a 
range but rather a lower or upper limit, 
depending on the nutrient. The only 
regulatory limit on overages of class I 
and II nutrients ia given in 5 iOl.2fg)(6), 
which statas ,&at “reaaonahla excesses” 
are acceptable within current good 
manufecturing practice. Likewise, 
0 101.9(g)(6) elso states that “reasonable 
deficiencies” of calories, sugars, total 
fat, saturated fat* cholasterol, and 
sodium under labeled amounts are 
acceptable within current good 
manufacturing prfmtice. FDA anticipates 
that manufacturers will be diligent in 
their own behalf in not underdeclaring 
Class I and II nutrients, such as vitamins 
and minerals, end in not overdeclarin g 
nutrients suck as calories and fat. 

. 
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Regarding maximum 18vels of 
micronutrients in standardized enriched 

E 
asta products, ragulato 
e achieved through m 07 

relief cannot 
iRcations of 

!j 101.9 but r uire changes in the 
standards of i “% entity of such products. 

239. Several comments suggested that 
the 80 and 120 percent criteria should 
only be a guideiine or screening tool. A 
few comments expressed the position 
that FDA should not declare a product 
misbranded until the manufacturer has 
had an opport@ty to estabiish that the 
variations are masonable under the 
circumstances. 

Other comments suggested that the 80 
and 120 percent criteria be waived 
when then, are small quantities. (The 
quantity limits suggested w8re 10 and 
20 or fewer “units.” “Units” were 
interpreted to be units of measurements. 
such as 10 or 20 calories or 10 or 20 mg 
of sodium.) The comments noted that 
small numbers combined with rounding 
rules and~enalytical variability result in 
inequities for label cdmpliance (i.e., the 
analytical variance for some low level& 
of nutrients is gr8at8r than the allowed 
regulatory variance). For example, the 
comment stated that ifs mean value of 
I .3 units was munded for label 
declaraticmto~t&~~whole unit 
(i.e., 1 unit), then the accep”ltable tige 
would be 0.8 to 1.2 unitsMten~app&ying 
the 80 and 120 percent criteria. The 
range woolkl b8 below the hi8 mean 
value which could result in many 
products being found out of complia.nce. 
Furthermore;fhese small differences of 
0.2 units may not be within the 
accuracy of many methods, so that the 
analytical variance could be greater lthan 
the allowed regulatory variance. For 
these small quantities of 20 or fewer 
units, the comments mcomm&mded that 
a 50 to 150 percent rule be applied. One 
comment recommended that FDA 
clarify in the Rnal rule that the rounding 
of nutrient values, as required by the1 
proposal, would not disadvantage a 
manufacturer when making nutrient 
content claims to meet compliance 
criteria as well as standards of identity. 

An alternative suggestion in another 
comment to avoid an extreme over- or 
under-declaration when the value is 
small is to declare the nutrient content 
to the nearest whole unit with 
compliance based on a Rxed percentage 
(e.g., within 80 percent) or a Rxed unit 
amount (e.g., one unit or 2 percent U.S. 
RDA, the basic increment of rounding). 
The regulation would then require that 
declared amounts be within 80.percent 
or one unit (such as a g) for Class II 
nutrients or within 120 percent or one 
lmit for nutrients such as calories, fat, 
o: sodium. 

The agency is not persuaded &at the 
curmnt or proposed acceptance criteria 
for corn 
change cr 

liance evaluation should be 
. The compliance criteria permit 

reasonable excesses over labeled 
amounts or deRciencies under labeled 
am.ounts, dependent upon the nutrient 
being evaluated, (current S 101.9(e)(6). 
wdesignsred as f l~l.*&0) *thin 
current good manufacturing practices. 
As discussed in section IV.A. of this 
document, the level of “reasonable” is 
not specified. 

It is the manufacturer’s responsibility 
to ta 

f 
et labeled valueg to correspond to 

actua nutrient levels so that products 
will meet compliance uirements. 
This responsibility inclu “8 es taking into 
consideration the effects of rounding. 
Any effect caused by the rounding of 
labeled values to meet the e 
requirements in f 101.9(c) s % 

ency’s 
ould be 

accounted for by the manufacturer in 
developing a lab81 value and would be 
included in the evaluation of a 
“reasonable” level by the agency. h 
Analytical variance is also one of the 
factors in determining compliance 
acceptance. This f&t is stated in 
5 lBl&Ju 

%ct 
(4) end (5) in this fins1 rule. 

ur8rs should erform shelf- 
life stability studies to ti tl stantiate the 
declared ntitri8& level% of the product 
and to demonstrate that a product can 
meet label cl&s over the &elf life of 
the product. FDA does not believe that‘ 
incorporation into the mgulations of any 
additional explitit provision or 
compliance position for low level 
nutrients or small labeling increments 
would pmvide added protection for 
manufacturers. 

24O.On8 comment strongly 
recommended that FDA address 
sampling issues. It suggested that the 
current procedure in 9 101.9(e)(2) (and 
in proposed f 101.9(s)(2)) of preparing a 
composite of 12 subsamples taken from 
a sirigle lot be changed. Instead, it was 
suggested that B sample composite for 
analysis represent 12 different lots. 

The agency disagrees with the 
suggested change in sampling 
procedures. The comment’s suggestion 
reflects a sampling objective that 
appears to focus on estimating the 
nutrient content of product for a 
specified quantity (e.g., a company’s 
product+). FDA’s sampling objective 
is to determine whether the average, 
within a given lot [a quantity that is 
deRned in current Q 101.9(e)(1)). meets 
label claims. From a compliance 
evaluation standpoint, the suggested 
sampling scheme is not a feasible 
alternative because the results obtained 
would not be traceable to a specific lot 
should an overage or deficiency be 
encountered. instead of a compliance 

actiou against a smaller quantity (a 
single lot), it might be necessary to take 
a compliance action against a larger 
quantity (e.g., a company’s production 
for a laxget specified point in time). 
There‘fote, FDA is mAking no change in 
§ 101.9(g)(Z) in response to this 
comment. 

241. Several comments that disagreed 
with the agency’s compliance policy 
provided suggestions to clarify the 
codified language. One comment 
recommended the elimination of total 
carbohydrate, compl8x carboh drate, 
and unsaturated fat from the CL sa I 
category of nutrients at S 101.9@)(4)(i). It 
maintained that these thre8 nutrients are 
unlikely to be “added” but are the result 
of ha$ng used ingredients that 
inherently have these tiutrients. 

FDA agrees with the recommendation 
Therefore, the agency is amending 
5 101.9&)~4}(5) to :d&te total 
carbohydrate, complex carbohydrate. 
and unsaturated fat from the Class I 
category. This d8letion should allay the 
concerns of having the oited nutrients 
meet Class I nutrition lah&ng 
requirements. ~These~nutritmts remain in 
the Class II category 18 lOl.s0(4)(ii)), 
although in accordanoa with the 
changes made &set&ion Ur, of this 
document, com+x carbohydsate is. 
changed to other carbohydrate and 
unsaturated fet tm ly- and 
monounsacwated t. r 

To clarify the compliance policy 
concerning variability beceuse of - 
analytical methodology for Glass I and 
Class II nutrients, FDA is modifying 
5 101.9(g)(4) by mak,ing a new 
out of the last sentence which 

amgraph 
L gins 

with the word “Provided.” This change 
should make clear that the proviso 
information regarding consideration of 
regulatory action is applicable to both 
Class I and Class II nutrients. This 
qualifying information was 
inadvertently moved under the 
paragraph on Class II nutrients in the 
July 19,1990 mandatory nutrition 
labeling proposal, and the error was 
carried forward in the supplementary 
proposal. 

242. One comment stated that 
manufacturers should be able to use 
mean values in all cases, except that 
statistical outliers should be ignored. 
The comment also urged the agency to 
codify its compliancspolicy to the- 
extent that if a nutrient is found atit of 
the 80 to 120 range of the labeled 
amount, the product would not be 
deemed out of compliance as long as the 
manufacturer can demonstrate that the 
label declarations represent mean values 
based on reasonable and adequate 
sampling and analyses. 



FDA diqrees with the c@mnmnt. The 
agency’s position on the we d mean 
values is summa&xl in the 19 of 
the suppfemeiltary propoeaI 
60366 at 60373). TlL’s pot&km is 
diacwedinmomd@ailIrrthe“FDA 

nutrient content In tha 0th iota. The 

bkveeu l&ekd nutrition inform&on 
and actual nutrition v&es. 

The a ency does not consider thh 
issue to L a valid concern. Because of 
the economic considerations of 
manufacturing, moat .products are close 
t0 18bd ChiBlS br nst W4#&ht. 
AdcWoneUy, while en owrege or 
un**h.natwa~ Fssy LB&bay 
alter the n\rsrient content of the 
cqtaher (and ptutkhrly if the 
contuinar is a &@3 wvhg he). the 
serving size is t?m fncbr by w&h the 
nut.&mtsqeevoluaEsd.Asdiircussedin ’ 
tbepzxmaa@~mm*FDAwin 
compaeldeak eaandthenusethe 

t matricw~t acleradasthelabel 
stuving UizetQ eveltlnta the accuraq of 
declared AUt&lt vahes. 

2. Data Bases 
247. FDA racefv& a large number of 

cmnments ,sFqpr&lg the use of data 
buses 8s UQurca of nutrlfmt WoTinatkUl 
for nutrftion Iah 

7 
Most CQmmarltu 

sup~edtbeweo detabaw&giv@ 
us-thattheuuaQf&tabnses 
would idllca cwtu to industry 
(especMybmmdlbuafn~), 
modemtefoodcwt~t6Be 



average d&y dietar~r ix&&es generally 
serva that pur~vw%@t, H%uv&qar, such 
data bases are usu&y not &d%uate to 
determine natural variahi&y of a 
particular food or to dk%&qt htheling 
vahms that are in comphance with FDA 
nutritimi ld&iRg rfb$$aions.. 

Desnite these cti. FDA 

the final oamposition of a product , 
formubit~ from 8ev0ral ~inpedients 
present5 additional problems, however, 
in that thti are nrj &ir&~W or 
determinations of t&e bss of nutrients 
that may occur during fktber 
pxu~.c4n . Depending opthe type and 
amour.r 0 f 

r 
ocea8irlg. la&fkaRt 

amounts o sutrieq maybe lost. The 
agency is willin to work with 
menufkturem f d tide a&mciatiorrs to 
determine if 5uocessful models can be 
developed showfzqj the relation5hip 
b8twwn illpdiit campoB~~oii and 
final product comp@ft%on that ‘account 
for losses during p&tkWng. While 

If a manufaoturer wft3hes to use a data 
ba5e for nutMkm ff is 

future changes in the product.- 
The agency is cormerned that there is 

a misunderstandfng ngarding the u5a of 
data bases. Data ba5as are not static but 
dynam&‘bcau~ of ch&ge5. in 
product5 Tho5e data b&q submitted to 
the apncy or 
exwct&i W w I 

5&i by companies am 
ect the nut&iomil 

COhtent of productS being ofketl for 
sale. Chmge~ in v&My, hipplier, 
recipe, or manner of proc&ng could 

249. Almcyt sll of the comment5 were 

cholesterol or sodium. The comments wed j,J& &&&&~ $& tirly 
rwtrictfve and &&$il be’widkrmd or 

%resaed above in wdtb VL of this 
document. The marm4l WUI developed 
to aid in the o&culatfon and 
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construction of data or date bases to 
meet the regulatory requirements of the 
agency. Should the agency change its 
regulations, it will reflect those changes 
in the manual. Until such changes are 
made, however, the manual must reflect 
the applicable regulatory limits. 

250. All but one of the comments 
addressed the ve of recipe data bases 
to calculate final composition of mixed 
products, The comments cited the 
savings in money to small busiimsses, 
the constant changes in recipes that 
make it too costly to do analytical 
testing of products, and the cost of 
analyzing a large number of products for 
which the volume is low. The ex ressed 
belief was that calculated values L3 tter 
represent the nutrient content over time. 
Several comments suggested criteria for 
a good rectpb daja base. One comment 
offered the following four proposed 
principles of good ingredient 
corn osition data bases: 

(IfConfidence in the quality of data, 
supported by documentation of data 
sources. Companies maintaining or 
using ingredient composition d&a bases 
must be able to demonstrate the data 
source used for each type of product 
and each nutrient for which ingredient 
corn o&ion data bases are utilized. 

(2f)Proper maintenance of the data 
base. Companies developing or using 
ingredient composition data bases must 
have promdures in place to ensure that 
the values in the ingredient composition 
data bases are reviewed and updated as 
needed and on a regular basis. 

(3) Specificity with respect to 
ingredients, product formulations, and 
processes. Companies using ingredient 
composition data bases must h we 
procedures in place to ensure tk at the 
nutrient values are used only for 
specific applications. For example, a 
company should have a procedure to 
ensure that nutrient data specific for one 
product formulation or process a,re not 
used to prepare nutrient declarations for 
similar product formulations or 
processes, without assurance that the 
data are applicable to those products or 
processes. 

(4) Validation of the data base. 
Companies developing or using 
ingredient composition databases must 
have procedures in place to ensure that 
nutrient values receive reviews, audits, 
and confirmation throughnutrient 
anal ses as often as neces 

Ott er comments suggeste that ?I* 
manufacturers should be required to 
substantiate any nutrient content or 
health claims with analytical data. 

The agency agrees that the principles 
suggested by the comment are 
worthwhile and necessary for 
construction of a proper ingredient 

composition data base. This wm the 
intent of the state&sot in the manual 
that calculation of the final composition 
of a mixed product using data bases of 
the nutrient composition of ingredients 
might be accgptable if properli 
modelled. Tlie aeencv wanted to assure 
itself that the in&di*mt composition 
inferm&m wail ame, and tbet t&i 
calculation of the final nutrient value of 
the finished product reflected any 
possible lcxss of nutrients during 
processing. In addition, a successful 
mathematical model used for this 
purpose should be augmented over time 
with a review of its a &ability by 
laboratory analysis o i% e nutrient 

I 

content of bo& ingredients and 6nal 
products. Models constructed-with the 
features described above, and applied to 
a limited range of appropriate products, 
would receive serious consideration 
from the agency. The above features of 
an appropriate data base will be 
included in the manual. 

The agency believes that in time the 
calculation of the final composition of 
mixed products from ingredient data 
bases ma 
food p rocf 

be acceptable for a range of 
ucts. At this time, however, 

the agency believes thet the data that 
make up ingredient date bases ere of 
mixed quality and, therefcire, of limited 
value. Corn 
ingredient If 

anies that wish to use 
ata baa*@ must look at the 

individual analytical values of each 
ingredient to evaluate the data to assure 
themselves that the data are sufficient, 
meet the requirements expressed in the 
manual for representetivenesa, are valid 
from an analytical standard, and are 
sufficient to account for any variation in 
the ingredient. 

The agency has stated that the 
corn 
for tK 

any bears the flnal responsibility 
e accuracy of the label. This 

principle has not changed and was 
repeated and supported by several of the 
comments. 

251. Comments were received on 
changing various aspects of the agency’s 
regulatory policy such as larger number 
of lots sampled and the average taken, 
composite samples rxmsisting of several 
lots, exemption from compliance 
procedures when data bases are used 
regardless of whether the agency has 
accepted them or not, exemption from 
compliance procedures for nutrients 
that have a low concentration, and 
exemption from compliance pro&dures 
for companies/associations that have 
submitted basic data and a plan for data 
base development over time, 

The manual is intended to aid 
manufacturers/associations in meeting 
the compliance regulations of the 
agency. The manual does not set 

I 

compliance policy but rather offers 

some explanation for the compliance 
policy and provide different means of 
complying with the nutrition labeling 
regulations. Should the compliance 
policy of the agency change, the manual 
will also be changed to reflect those 
changes. 

252, Many comments were received 
rem tb0 et&hkadity of the 
submitted data bases. Developers of data 
bases did nd want to see the 
inforrrtation d through analyses of 
producta 8n P ingredients released 
through freedem af information requests 
or used in unacceptable ways or for 
inep 

‘I deve 
ropriate products. In addition, 
opment af deta bases is a program 

with costs ah8d among the 
partidpatSng companies. The comments 
sought assurance that the data would 
not be available at no cost to companies 
that did not participate in its 
development. Formulations that are 
used to produce mixed products are also 
regarded as confidential company 
information, and the comments sought 
assurance that they would not be 
available to anyone whd requests the 
information. 

The agency is aware that the . 
development of a data b&e is costly, 
and that it may contain inf0rmation that 
is of a ccmfidf@ial nature. The agency 
agrees that &ease of a data base could 
vitiate substantial propMary interests 
in valuiibfe @cmnents submitted to the 
agency. Furthermore, it has never been 
the agency’s intent, nor does it have the 
resources, to maintain and manage data 
bases that are developed by 
manufacturers or asa00iations. The 
agency believea that the availability of a 
data base is therefore the 
responsibility of the deve o P 

rimary 
r. The 

agency will continue with k 0 policy of 
assisting the developers of data bases, 
providing guidance to those who ask for 
it, and eccepting adequate data bases for 
the products submitted for review. Only 
those data sufficient to support the 
agency’s decision to accept or not accept 
8 data base will be retained. 
Confidentiality of such data will be 
determined and maintained in eccord 
with regulations in part 20 (21 CFR part 
20). 

Those data base developers who 
choose to do so are encouraged to make 
qeir information evailable through such 
dompilations as the USDA Handbook 
No. 8 so that all may benefit from the 
additional analytical information, 
C. Proposed f 101.9(h) 

253. A few comments objected to -e 
requirement in proposed $101.9(h) that 
nutrition information provided by 
manufacturers or distributors directly to 
professionals (e.g., physicians, 



dietitians, sducatom~ must contain or 
have atteched to It the nut&iea 
information exactly a9 mqutred by 
E 101.~. The comrnente smted that it was 
inap p&&e far a Federal agency to 
regu p” ate Ihe transfer of infmation in 
this manner. 

FDA notes that lhislreetian of the 
regulation he8 beerscarried unclmngad 
SiBa 1973 (49 im 6961, lrllarrrh I& 
1973). At that tin&%, the agency %&ted 
that it did not went to restrict thy ficiw 
of inform&w km food’manufec&mra 
to predessiollalsfouda %s mere gmcise I 
amour&s rather thuah incsements 
used in nutpitdsd Babsllpg) bu2 nether 
wamd nutian irdbmaation idudecl 
or attached to it in the form it would be 
prmdd%dtoG0lms~.~mucba3 
nut&km k&e&g 3s nm~ mtmdatory. so 
that -em w&l have the requktd 
information au&i& to them on food 
product fabeis, i?DA has decided to 
de&&a, this requirement and is doing so 
in this final rude. 
D. Sedon 101.9(k) 

254. Many cments objected to 
proposed 21 CF’R IOI.Q&) which details 
types of nutaitioa-related daims that 
cause a food to be misbranded. Moat of 

ta 
the i&ent of the 1990 amendments end 

objet&m to proposed @ Un.*&kl33) and 
(4~andac!pxwa~~maoufacturers 
should bee&wed to provide 
information about th8 effects of soil, 
storage, transportativn, er crooking on 
the nutriea~t cxmtent af beds. Some 
comments maint&ed that@ 
restriction ofsuch irafom3ation is 
uncon’stitut~ld. A auraber of 
comments fek that labels should be 
reqdmd tr2 provide informetion as to 
the exact identityof the contents 
(including substances of no nutritional 
value), the source of the contents, the 
amounts of all ingredients, and the 
techniques and dates of processiI\g. t3ne 
comment proposed that manufadumrs 
should be required to put toll-free 
t&phorie numbers on all af their 
products so that consumers could call 
for infermation about those products. 

Merq comments esseTted that 
proposed f lQ~Q(wi5) is arbitrary end 
restrictive and expressed a belief that 
certain natura~ly-oae&ng food 
constituents wiU be rendered 
unavailable by this provision. A number 
of comments maintained that there is no 
legitimate r&on for prohibiting 
substanoes found in na&rre from being 
incorporated into nutritkonal produdsl 
ar.dlIstedortth%l5b%Lsom%cm3mnmn~ 
sL;ggested arnendkgprop~~~d f UX.Q(~) 

contained in any sped% product are 
naturali~g 0r s-in. 

of 

a 

repubk&on of existing regulations for 
clariq-end com$eteness. 

The provisions embodied in current 
5 191.9(i)(2) through (i)(Q], redesignated 
in the November 27,lQQl, 
supphmlantary p oaal as § 1ur.Q&)t2~ 
through FJ19), t0 3 ich the comments 
directed their objections, were first 
proposed in the Federul Xagiater of ’ 
March 3O,lQ72 137 FR iiPQ31, and were 
prQ~igatedandpu~lish%diatbs 
Fexhw&?rslgstsr of fmruary19,1973 I38 
FR 2125), as $j1.17(5)(2) through II)@). 
Following an appropr%a%e comment 
period, these mguktions were modified 
and publkhed as line1 ations in the 

*it”’ Federal Regbbr of Marc 14.1973 (38 
FR6961).Theregul&ionswm 
subsequently ap lied, with oertain 
exemptions, to 8 1 food labeling ordered 
after December 31.1973, and aU 
labeling used far fwd produsts shipped 
in interstate commerce a%er June 3& 
1975. In the rem&z&ion and 
republication of section 21 of the Code 
af Fodmal Eegulations that appeared in 
the Federal Register of March 15.1977 
(42 FR 143081, S 1.17(i) wes renumbered 
as 0 101.9(i). No changes were mede to 
the original codified language of the 
subject paragraphs during any of these 
ran-. end those regulations 
remain as adeptd in 1973. 

The only change in S IOLQ&) in the 
SUppi8~~ PHljMSfd W&S in the 
documtmi entitled “Lebeling; General 
Requirements for He&h Claims for 
Food” $59 FR 60537, November 27, 
l@@l). This thcumet proposed to 
amend current 5 %Ql.s(i#fi 
redeaigrmted es g 2Ql.@&)(lj, by adding 
a second sentence that reeds 
“Informakn about the r&tionship of a 
dietary property to a dismal or he&h- 
related oor&tkm may only be ‘pnwidsd 
in conformerme with ths requimunents 
of § 101.P1 ends&part E &part 101.” 

current $101,Q@hedkmg been in effect 
at the time Gongrises drafted the 1QQ9 
am%Rdm%llts. While Lzamgmm did %naGt 
provisions umkr the %QQQ amendments 
that atim for he&h ckmafkrr foods, 

provisions ofourrent S lQl~s(i). 
redesignated atr g L&#%.elw. gn, now 
contrarytotheint0ntoftbe1QQ9 
aui%ti%nb 

FDA has reconsidered the 
l-iyhma 4&f 5 lO&*~L howweE, 
in &bt6fthhecxm1ruerats. ‘Fheegency 
conoludes that 4.beze is UC rtmson to 
prohibit safe e&&meea f&m being 
incorporated jr&o ~onueational foods or 
dietary supplements of vitamins end 
mineral3 as ior@ as their presenoe is 
noted in the ingredient Get, and the 
product’s k&e1 or-&e&g does not state 
or inI& 1 
dietary p 

infect, 
mot been establkhed. 

Section 4%1(bJ&) of the & provides that 
vitamin and mineral @m&ate rmay 
contain su+tancestbet arenet vitmnins 
or mbaer& 5s long cus-tlie subatmmas are 
only iden&fied es a pert of the 
ingr&ient &3t. -pllclprbs%d 
8 ZOl.Q&~S) is emfm$ed by iblletkng the 
second and Qird sentenoea. 

Questions have been raised as to 
whether the amounts of &ese 
substances t&t 0re not vitrnias or 
minera&oanbekkded6rnthefood 
label. SU& information can be included 
in the ingradient Ust iE in addition to 
listing the ingredients in order of 
predominance by weight, ~titative 
information on each ef the mgredients 
in the food is presented However, 
information about the ingredients that 
are not vitamins end mine& may not 
be presented in a way that sweets that 
the dietary usefulness of these 
substances has been established.’ 

While the comments raised objections 
to the other provisions of proposed 
§lol.QQlG.~., &M3),fio(4Ia~ld&H~I, 
none provided erguments that 
convinced the agency thet deletion or 
revision of those provisiona was either 
appropriate or necessary in fulfilling ths 
mandates of the 1990 amendments. The 
objections thet were rti however, 
suggest that a clarifketion of the intent 
of those provisions would prove helpfoul 
to those who voiced the abj%ctions. 
Such a clarificatkm was 
Federal Regieter of 
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noted that 6 1.17 (i)(3) and @(Al) 
(redesignated as 5 191.9(k)(3) and (k)(4)) 
are aimed at prohibiting unsubstantiated 
generalizations about nutrient losses 
because of soil, transportation, or 
processing and do not preclude a 
producer, manufacturer, or vendor from 
indicating a higher nutrient retention in 
a particular product as compared to 
other similar products. Nor do they 
preclude an indication that such 
retention results from special handling 
of the product, provided that such 
indications are factual. Further, these 
provisions do not preclude a 
manufacturer from suggesting cooking 
or handling methods that would result 
in optimum nutrient retention. While 
the agency recognizes that such 
information may be useful to 
consumers, it does not believe thet it 
would be appropriate to require 
manufacturers to provide such 
information, either on the labeling or 
through other media. 

Current 5 101.9(i)(6), redesignated in 
the supplementary proposal as 
S 101.9(k)(S), prohibits any suggestion 
that a naturally-occurring vitamin is 
superior to an added vitamin. The 
agency finds no basis for such an 
assertion, and the comment offered no 
data in support of such an assertion As 
the agency clarified in the 
reprorrrulgation of March 14,1973 (38 
FR 6950 at 6958), this section (then 
5 1.17(i)(6)) “forbids any suggestion that 
a.natural vitamin is superior to <an 
added vitamin, but permits any truthful 
designation of any nutrient as nstural in 
ori in.” 

Al A acknowledges its inadvertent 
oversight in not including a reference to 
proposed 5 101.36, Nutrition Labeling of 
Dietary Supplements of Vitamins and 
Minerals, in proposed S lO1.9(k). The 
inclusion of this reference is a logical 
outgrowth of the agency’s stated 
intention that “nutrition labeling of 
vitamin and mineral supplements 
appear as similar as possible to the 
nutrition labeling of other foods”’ (56 FR 
60366 at 60382). Section 101.9(k) 
applies to all foods, including dietary 
supplements of vitamins and minerals, 
and the agency did not intend to narrow 
its scope. Therefore, FDA tentatively 
concluded that it should correct this 
oversight by including an appropriate 
cross reference to 5 101.36 in the final 
rule. However, the agency will propose 
its position on this issue following the 
DS Act. For completeness, FDA is 
inserting the word “label” in the firs- 
paragraph of 5 101.9(k) to clarify that 
this section pertains to food labells as 
well as labeling. 

255. One comment asserted that the 
phrase “represents, suggests, or 

implies” in the opening sentence of 
5 101.9(k) is unconstitutionally vague, 

FDA disagrees with the comment’s 
assertion that the phrase “represents, 
suggests, or implies” is 
unconstitutionally vague. The agency 
notes that the vagueness doctrine is 
generally applied to strike down 
prohibitions on speech that leave 
individuals without clear guidance on 
the type of speech thatis prohibited. 
See, e.g., Village uf Hoffman Estates v. 
Flipside, Hoffman Estates, Inc., 455 U.S. 
489,498-99 (19821; Gmyned v. Cify of 
Rock-ford, 408 U.S. 104,fiO8 (1972). The 
provisions of § 101.9(k) are narrowly 
tailored and clearly delineate the types 
of statements about nutrients that will 
render a food misbranded. Thus, 
5 101.9(k) provides clear and precise 
guidance on the type of speech that is 
prohibited. 
E. Conforming Amendments 

256. A trade association wrote i 
support of the multiunit retail 
exemption in 5 lO1.9(j)(l5) and 
requested that S 1.24(a)(l4) be amendeo 
to reflect the change by including a 
reference to section 493(q) and (r) of the 
act. The comment stated “we submit 
that this amendment is fully consistent 
with the requirements of the 3990 
amendments and the provisions of the 
proposed S 101.9(j)(l3) in that nutrition 
labeling will be provided on the outer 
carton together with the other 
information required under the 
referenced sections.” 

The agency agrees that f 1.24la)(f4) of 
the General Enforcement Regulations 
should be amended to reference 403(q) 
of the act, as amended by the 1990 
amendments. This change merely 
conforms !j 1.24(a)(l4) to the rule that 
FDA is adopting in 5 101.9(j)(15). 
Accordingly, the agency is amending 
5 1.24(a)(14) to read as follows: “The 
unit containers in a mdtiunit or 
multicomponent retail food package 
shall be exempt from regulations of 
section 403(e)(l), (g)(2), (i)(2), (k), and 
(q) of the act with respect to the 
requirements for label declaration of the 
name and place of business of the 
manufacturer, packer, or distributor; 
label declaration of ingredients; and 
nutrition information when * * l %‘I 

However, FDA cannot grant the 
comment’s request with respect to 
section 403(r) of the act. Any container 
that bears a nutrient content claim or e 
health claim must comply fully with the 
requirements of that section of the act 
and of the re 

257. A foe 3 
ulaticns that implemenF it. 
trade association 

requested that FDA amend § lOl.lOQ(d) 
to include section 403(q) and (r) of the 
ect to provide that products shipped in 

bulk for further processing, labeling, or 
repacking in substantial quantities at an 
establishment other than where 
originally processed or packed, are 
exempt during the time of introduction 
into, and movement in, interstate 
commerce and during the time of 
holding in such establishment. 

FDA-agrees that 5 201.100(d), 
Exemntfons From Food Lebelinn 
Requ&ements, should he amend>d to 
include 403(q) of the act. Again, this 
modification merely reflects the rule 
that FDA is adopting in 5 101.9(j)(9). 
However, for the reason explained in 
response to the previous comment, FDA 
is not granting the request with respect 
to section 403(r) of the act. Accordingly, 
FDA is amending 21 CFR 5 101.100(d) to 
read as follows: 

Except as provided by paragraphe (e) and 
(fl of this section. a shinment or other 
delivery of food which*ie, in accordance with 
the practice of the trade, to be proceeeed, 
labeled or repacked in substantial quantity st 
an establishment other than that where 
wiginally processed or packed, shall be 
exempt, during the time of introduction into 
and movement in interstate commerce and 
the time of holding in such establishment, 
from compliance with the leheltng 
requirements of section 403 (c), (ej, (g), [h), 
li), (k). and (s) of the act if: l * l .” 
Nutrition Labeling oEDiebry 
Supplements of Vitamins and Minerals 

258. Most comments, including those 
from supplement manufacturers and 
trade associations, supported the 
general concept of nutrition labeling for 
dietary supplements of vitamins and 
minerals. One comment, however, 
suggested that any decisions on 
nutrition labeling of vitamin and 
mineral sup lements be deferred until 
the agency B ecides how it intends to 
regulate dietary supplements, in 
general. This comment is referring to 
FDA’s Task Force on Metary 
Supplements. The comment argued that 
the proposed labeling requirement 
would create a label with large amounts 
of information that is of little value to 
the consumer, particularly for single 
vitamin and mineral supplements. 

As pointed out in the supplementary 
proposal (56 FR 60366 at 603811, section 
403(q)(5)(R) of the act states that if a 
food to which section 411 of the act 
applies (Le., dietary supplements of 
vitamins and minerals) contains one or 
more of the nutrients required to be 
listed in nutrition labeling, “the label or 
labeling of such food shall comply with 
the requirements of paragraphs (1) and 
(2) iof section 403(q) of the act] in a 
manner which is appropriate for such 
food and which is specified in 
regulations of the Secretary.” In the 
supphmer%tary proposal (56 FR 60366 at 



60381 through 60382), the agency ah 
stated &at Tliw and z?xilmd 
SupplsmeQ~~~trJ~ 
nutrition labei’mg undar Se&m 
4o3(q~t+fcjdtheactsvmifthey do 
not ccmurin any oi the rmt&nts required 
to be in nutriritm labeling. Section 
403(q)(Sftc) oft&e ukct protides that 
nutrition m izr,n~r raiquired in 
su6h lzirm,tm-Joalessa cltdm ia 
made about the autitional value of the 
food” The statement OF i&mti~y #or 
supphmmnts ox v%an&is or minerak 
includ@j sIn@e vitamins or mbnfm&, 
may be a claim’about the nutritional 
v&f3 of the supphsment. However, 
because the DS Ad imposes a 
moratorium on the im$ementation of 
ihB1moaa3-tB,m.isaot 
taking any act-ton to impkaent section 
403(q)[5f(c] of the act at this time. 

FDA’s Task #Wee on Dietary 
Supplemgats is cunseqaxmtly irrelevant 
tothisiasue.NoMngintheTa& 

Furthsrmum, the agency does not 
agree that nutrition infannation far 
vitamin and minoral sup&me&s is of 

already beam nut.rNon 
their labe 

on 

For the sbatsd,$leqm=y 
bnltativelydud0dtlmthisnot 
nec65gBFJ to medRy its requimmrm~ for 
mandatory nuWt&n h&eGg on labells 
of dietary suppkoem?s of vitamins and 
minerals. However, the sgency will 
pmposa its po&km on thii issue based 
on the proviso of tie DS Act. 

259. In thy at one of the public 
meatings held by FDA* there was a 
comment suggesting that small packages 
of dietary supplamen~ of vitamins and 
miner& be exempt from mandatory 
nutritifm lab0&$. 

section 4~3{q)@J(B) of the act 
provides for an exemption for foods in 
small pachaSes “‘if the label of such 
foods does not contain any nutrition 
information.” This provision is 
implemented in § 101.9fjj(13)Ii). Thus, 
the question is raised as to whether the 
statement of identity for sup lements of 
vitamins and minerals is a s aim. FDA 
will address Ws uestion and the 
implementation 0 section 403(qlf!QlB) % 
with respect to dktary supplements in 

accordance with the terms of the DS 
Act. 

zi3&~com8388Lfr%wmIn0QdBd 
de1 

Y 
proposed $ MtL3B%Xl) that 

1730~~ the num.. of units 
redommended er day to be declarad in 
thevmMionla elanthebe&&atitL !I 

oppothd %YI p&posed $ rUrr .Sf%& that 
requimddo&ra&nofUUtk&spar 
wdainer” fn tbB nal~on Jabel. These 
cummtum asserted that s&a a 
req\rimmtmt % SedundpIstatld 
urm~ssaryb06mlaBtbe~lJerof 
units 

s 
wntldQ%r is alreEdy listed on 

the tipal disp~sy panel d dietary 
sup 

P 
lemants as part of the net contents 

dec aration. 
FDA con&&red zbege domments and 

agrees that, it&Smppknunts fn MEbiZzb 
the unit is a discretely de&red urdt 1a.g.. 
tablets or caps&& “U&S pgs dey” 
could be confusing. The agerm 

I 
is 

concerned that consumers cou d be 
confused by a statement &at lndiuuas 
that several units are to be taken per day 
(e.g. 3 tabletapera day) wh3m thb 
nutrieni informatnm *%s given for one 
unit. B co11~mnem do not look at the 
column legend that states that the 
nutrient k&mid&m 30 “‘per unit,” they 
mighaasume than the natieQt 
;$o~I~~oQ is for the ammmi am 

T 
on per day. Toavoid the 

p~ssfbilfty or conftmim, F’DA 
tentatively oormludes that the 
subheading ‘*Each unit contains:” 
should be allowed for supplamants In 
which the unit is a discretely deBned 
unit Ia+ tablets or capaulasl. Diions 
comedag the number of units to he 
consumed per day should be given 
outside of the nutrition label. 

The agemy also agrees tb3& s&e 
5 lOl.l03[a) requires the net quantity of 
content &&ration to include a 
numerical count when appropriate, 
there is liW.Ie benefit to be derived from 
information on the number of units per 
container appea@g in two different 
places on the label. However, when the 
supplement is in a Hquid or powdered 
form, FDA believes additional 
information similar to that on 
convent&& foods beat in%xms the 
consumer about the doaa.ge unit. 
Therefore, FDA tentatively cxmcludes 
that for dietary supplements of vitamins 
and minerals in liquid or powdered 
form, ‘“sen;ma s&e” and “Servi~ per 
container” should be stated consistasst 
with ?j lOL9[a9. Ths agency will 
propose its position on these issues in 

disagreement as to whkh dadaration is . 
preferable, “per unit” or “per day-” 
Some comments stated &at it was the 
total smmmt Qf sati 
important, and there&we, 

Other comments skated that 
comzllmBEs may deviate kom the 
=ommenxIed doaa end should be given 
credit for being able to multiply 

presented “Sez desa~e r&t. ” 
oth0rcommsQta~est%dthatassil 

akrr&ive to jimt on0 form of 
declaration oa the Mei, the h&e1 cotid 
reference ctber labeling such as p 
inserts thet contain all of the req,&ed 
information, or cguld permit either” 
unit” or “ 

5” 
day” listing 0&l long aa r e 

label clear y states wh&& type of 
information k sotided. A Qsw 
comnxtnfs fevored daal decks&m C&W 
comma& st&ed thet omittiaq e&her 
deckration mi&tt co&me people who 
think that &ha nua;ritian i&rmation for 
one unit a&&s to a da or vice vsrsa. 

~%P=Y~pesgutl &ui that dual 
declaration of nutrition infornration 
“per unit” and “per day,” when a daily 
dosaafsnorethanonennitis 
recommended, may kreate a readabUty 



problem for consumers. @van the 
limited label spaoe available on most 
dietary supplement products. PDA also 
agrees that recommended daily 
consumption of other than well defined 
dosages (e.g.. “consume f to 3 tablets 
per day”) wouM pow a problem us 
terms of labeling on a “par day” b8sis. 

PDAis~thatcummmem 
have nutrition information 8vail8ble at 
th0 point of purcbm upon which to 
base purchase decisions. Therefore, the 
agency is not considering package 
inserts which could be viewed or~ly 
after purchase of the product. 
Additionally. rather than alfowing 
manufacturers to label on a “per day” or 
‘per unit” basis, the egency favors one 

consistent method of lahehng. A 
consistent method will allow consumer 
education programs to explain how 
nutrition labeling is to ahvays appem 
and to teach consumers how to calcufate 
their individua1 ccmsun~ption Ievels if 
their intake differs hum the amount 
specified within the nut&ion Mel. The 
agency believes labeling “per unit:” is 
more useful in that the product will 
always be consumed “per unit,” 
however, consumers may not alwrys 
follow a manufacturer’s 
recommendation to consume a certain 
number of units per day and therefore 
may not actually consume the amount 
indicated “per day.” 

For these reasons. and to harmonize 
with the U.S. Pharmacopeia. the agency 
tentatively concludes that nutrition 
information should be declared on a 
“per unit” hasis FDA intends to 
propose its position in the rulemalking 
that is mquired under the DS Act. 

262. In the supplementary proposal, 
FDA proposed that nutrition labels for 
dietary supplements of vitamins and 
minerals include a column of 
quantitative amounts by weight end a 
second column of percent of RDl’s, 
expressed as “Percent Daily Value.” 
Comments were requested on the 
usefulness of e list of DRV’s and the 
r;ercect of’the DRV for fat, saturated fat, 
cholestero:, carbohydrate, dietary fiber, 
and sodium provided by the 
F Ipplemant when they are declared 
0 .e., when they are present in the 
supplement in more than insignificant 
amounts) (56 FR 60366 at 60383). In the 
format proposal, FDA stated that it 
anticipated modifying f 101.36, 
Kutrition Labeling of Dietary 
Czpplements, to be as consistent as . 
possible with the nutrition labeling of 
other foods and requested comment (57 
FR 32058 at 32072). 

Severe1 comments to both the 
supplementary proposal and the format 
proposal addressed the format for 
declaring amounts of nutrients present. 

About half of the comments auPpolzad 
FDA’s posit&n. However, one comment 
ergued that the unique oheracteristics of 
dietary supplements demand a difkent 
approach to their nutrition lebeling, 
Chmdcs identified in&d& (1) 
The VW majority of etrppIemer&i am 

insignificant amounts of 
macronutients, (3) consumers look for 
and axpect nutrition informstion on 
suppkmants that is different from that 
on conventional foods, and (4) 
consumers of supptenumts will already 
be asked to seerch through an 8rray of 
nutrient names and units of measure to 
find the information they look for most: 
The percentage of their daily nutritional 
requirements that the supplement 
provides. 

One comment from a manufacturer 
stated that there was no need to make 
significant changes in dietary 
sup 

P 
lement labels because current 

labe s thet have been used kn many 
years are widaly accepted and present 
the necessary data on vitamins and 
minerals in a Iogica~ and readily 
understandable form. A comment from 
another manufacturer opposed the 
required declaration in separate 
columns of quantitative emaunts by‘ 
weight of nutrients and by the parcent 
RDI or percant DRV (expressed as 
“Percent of Daily Value”f. The comment 
argued that only percent of deily value 
should be mandatory, and thet listing of 
quantitative amounts b 
be voluntary, because t K 

weight should 
ere is no 

congressional mandate to list 
quantitative amounts on two bases, no 
agency justification that two bases are 
useful to consumers, and a potentia1 to 
confuse consumers with little 
understood terms, e.g., mg alpha- 
tocopherol. The comment also asserted 
that a requirement for too much 
information is discriminatory against 
products with larger numbers of 
nutrients and might discourage use of 
smaller packages that are less expensive 
to consumers. The comment also stated 
that o requirement for declaration of 
only percent of daily value would be 
consistent with the requirement for 
vitamins and minerals on conventional 
food 1ebeIs. 

A few comments objected to the 
required inclusion of a list of daily 
values in addition to the quantitative 
amounts by weight and the percent of 
daily value on the label. The comments 
stated that this edditional information 
will produce an even more cluttered 
appearance and further contribute to the 
proliferation of numerical velues on 

dietary suppktmant lab&. One 
ccmnnent argued that ‘The goat of 
meeting the supplemant cmmumer’s 
need for r&vent, comprehensible 
nutritlan information should not be 
sacTiRced out of 8 blfnd cancam fur 
consistency.” The cornrnsmt crmdhrded 

should not be divarted by additional 
unnecessary and potentially confusing 
information. 

While PLM continues to believe it is 
helpful to consumers to minimize 
inconsistendes in tba label format 
between types of foods, the agency is 
persuaded that the unique 
characteristics of dietary aupplemants 
require a raevahtatfon of vaiethar the 
format lwquiramailts for oonwntfcmal 
foods should be carried over to dietary 
supplements. For example, the agency 
believes thst the de&ration of 
quantitative amounts on twobases (Le.. 
both by weight and by percent of daily 
value] needs to be considered for dietary 
supplements in terms of itseess 
to consumers. In that regard. the agency 
considers dietary supp~am~ 
consumers to have specfal needs for 

uantitative nntrltion information about 
% t e products they use virtue af the 

%Fm way such products are ulated, 
marketed, and used. Dietary 
sup kwnents are of&en formu~8ted and 

f: mar ated on the basis of offaring 
specific amounts of cm&n nutrients tu 
consumers. Dietary suppleme& product 
users are often trying to maintain a 
certain quantitative intaka of spa&c 
nutrients in their diets and usa the 
product to obtain this quantitetlve goal. 
Some of the nutrients contained in 
dietary supplements and declared on 
the nutrition label are not wall known 
to many consumers, The qtmntitative 
goals that are im 
consumption of Mary supplement fI* 

ortantly relevant to 

products may be stated in various units 
including units of weight or of percent 
of RDI’s or DRV’S. FDA intends to 
address this issue in the rulemaking that 
it will undertake in response to the DS 
Act. 

In its reevaluation of format 
requirements for dietary supplements, 
the agency also looked at the 
requirement in nutrition labeling of 
conventional foods for a list of daily 
values for all nutrients dec!ared on the 
label. After careful consideration of the 
comments, the agency tentatively 
concludes that it is not necessary or 
appropriate to requirs the inclusion oi 
the DV list on dietary supplements. 
Because of the small size of most . 
supplsmert packages and the 
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duplication of the more complex 
nomenclature of units for vitamins (e.g., 
mg alpha-tocopheml) that would b13 
required in a DV list, the agency 
believes that the added complexity and 
proliferation of numerical values would 
interfere with consumers use of the 
quantitative information by weight and 
by percent of daily value. FDA will 
propose its position regarding the 
format of the nutrition label.for dietary 
supplements based on the provisions of 
the DS Act. 

263. A few comments opposed the 
requirement for declaration of the 
quantitative amount and the percent of 
the DRV of fat, saturated fat, cholesterol, 
carbohydrate, dietary fiber, sodium, and 
potassium when these nutrients are 
present in a supplement in mare than 
insignificant amounts. One comment 
suggested that the declaration either be 
optional or be required only when these 
nutrients are present at levels greater 
than 10 percent of their res ective 
DRV’s. The comment state f that: (1) 
Excessive and useless information 
would detract from the importance of a 
product’s vitamin and mineral content; 
(2) even thou 

&” 
the vast majority of 

supplements ack these substances, all 
products would have to undergo 
extensive and expensive testing to 
determine whether listing of these 
components is necessary, thus 
burdening small companies with 
diverse supplement product lines; and 
(3) these requirements would hinder 
product development and increase the 
cost of bringing innovative products to 
market. Another comment stated that 
declaration of fat should be required1 
only for fatty acid su 
more per unit since a 

plements of 1 g or 
eclaration of 

smaller amounts would clutter the label 
and be difficult to read. 

As discussed in the preceding 
comment, FDA agrees that the 
declaration of the amount of the DRV’s 
(i.e., the DV list) is not necessary on 
labels of dietary supplements of 
vitamins and minerals. However, FDA 
continues to believe that the 
quantitative amount and the percent of 
the DRV should be declared for total fat, 
saturated fat, cholesterol, total 
carbohydrate, dietary fiber, sodium, and 
potassium when these nutrients are 
present in a supplement in more than 
insignificant amounts. Information 
about these food components, which are 
important to the maintenance of good 
health, is useful for consumers. This 
view was supported by comments from 
health professionals, consumer 
organizations, and the general public. 
Moreover, supplements are formulated 

-products, and manufacturers should 
know from the ingredients that they use 

to make these products whether’a 
supplement contains more than 
insignificant amounts of any of the 
nutrients for which DRV’s have been 
established. When such ingredients are 
not used, laboratory analyses for such 
nutrients would be unnecessary. As 
discussed in comment 176 of this 
document. the definition of insignificant 
has been modified so that an 
“insignificant amount” of total 
carbohydrate, dietary fiber, and protein 
is an amount that allows a declaration 
of “less than 1 

-T 
” in the nutrition label. 

The agency wrl propose its position on 
this issue in the rulemaking that it does 
in response to the DS Act. 

264. Several comments, 
predominantly from manufacturers and 
trade associations, disagreed with FDA’s 
statement in the supplementary 
proposal that dietary supplements of 
selenium and chromium are not 
permitted because there are no 
regulations declaring these nutrients as 
approved food additives, GRAS, or 
prior-sanctioned ingredients. A trade 
association stated that nutrition labeling 
regulations are not the a 
to announce decisions a rl 

propriate place 
out the GRAS 

status of nutrients. Comments argued 
that selenium and chromium are 
recognized as essential nutrients for 
humans. They pointed out that the 
National Research Council’s Food and 
Nutrition Board has established a 
Recommended Dietary Allowance for 
selenium and an ESADDI for chromium 
(Ref. 23) and that FDA proposed RDI’s 
for these nutrients. Moreover, comments 
stated that FDA has advised for many 
years that these. trace minerals are “safe 
and suitable” for use in supplements. 
The comments argued that, therefore, 
FDA should adopt a general policy that 
trace minerals for which a 
Recommended Dietary Allowance or 
ESADDI has been established are GRAS, 
at least at levels not to exceed their 
respective Recommended Dietary 
Allowance/ESADDI. 

The agency agrees that this 
rulemaking is not the appropriate place 
to announce decisions about the GRAS 
status of nutrients. Therefore, FDA 
reiterates that there are currently no 
sources of selenium or chromium that 
are either affirmed as GRAS or approved 
food additives for addition to human 
food. Any direct addition of these trace 
minerals to a food is based solely on the 
manufacturer’s judgment that the 
nutrient sources are GRAS and is not 
sanctioned by the agency. 

265. One comment advocated the 
parenthetical listing of the source of 
each vitamin or mineral immediately 
following its declaration on the 
nutrition information panel in lieu of a 

separate ingredient list. The cornme. 
argued that this listing would avoid 
confusion by enabling consumers to 
readily identify the nutrient source and 
would save limited label space. 
Furthermore, the comment stated that it 
is already common practice in the 
supplement industry. The comment 
suggested that information about the 
source of the nutrient would allow the 
consumer to identify whether the source 
is the most physiologically desirable, 
e.g., beta-carotene versus vitamin A 
palmitate. 

FDA advises that dietarv 
supplements, like any food. are required 
to bear a complete list of ingredients 
under section 403(l)(2) of the act, and 
such list should not he confused with 
the nutrition lahel. Ingredient listing, 
moreover, is needed for substances 
other than vitamins or minerals, e.g., 
lactose, other fillers, artificial colors, 
flavors, binders, and excipients. 
Consumers desiring to know the source 
of a nutrient can merely look at the list 
of ingredients just as they would fore 
conventional food product. Therefore, 
in accordance with ingredient labeling 
regulations, the specific source of 
vitamin A must be shown in the 

inf%%%rf% response to this and 
another similar comment (see comment 
81 of this documeht). the age 

Ilt;Kis allowing for the declaration of 8 
percent of vitamin A present as heta- 
carotene in S 101.9(c)(8)(vi). The agency 
will propose its position regarding a 
similar provision in nutrition labeling 
regulations pertaining to dietary 
supplements of vitamins and minerals 
following provisions of the DS Act. 

266. One comment obiected to the 
listing of the quantitative amounts of 
vitamins and minerals to the nearest 
unit of the same level of significance at 
which the RDI’s are specified in 
fj 101.9(c)(8)(iv). The comment stated 
that it would be potentially confusing to 
consumers for thiamin, for example, to 
be declared to the first decimal place, 
e.g.. 100.0 mg, and niacin to be declared 
to the nearest whole number, e.g., 100 
mg. The comment suggested that 
decimal places be dropped, and that all 
nutrients be listed to the nearest whole 
number when nutrient levels are ten or 
more times the RDI. 

While FDA intends to deal with this 
issue in its rulemaking that responds to 
the DS Act, the agency offers the 
following comments. FDA is not 
persuaded that consumers would he 
confused by decimals for some nutrients 
and not others. In addition, requiring 
only whole numbers would Introduce a 
large amount of imprecision in the 
declarations of some nutrients. For 



example, it would cause 1.5 mg of 
thiamin (Le., 100 percent of the RDII to 
be rounded up to 2 mg-a 23 percent 
increase. , 

However, when the decimal is 
followed by a zero, the agency generally 
has no objection to the zero being 
dropped. In fact, in the aup 

it3 
emenuuy 

pro 
P 

osal, thi6 was done 18 
dec aration of tbe amount ofcittuapin 
B12intihypoehti~ febtbeffor 
“Daily Vibmine Plus lmn” 56 FR P 
60366 at 0383). Since RM’s in 

f Q 101,9(c 8)fivf sm estebliahed only in 
whole numbers or in tuntbs of a unit, 
allow ZBlps foRowing dedmals to be 
drop 3 in &et, allows all rmtrients 
to be declared to the nearest whole 
number when nutrient levels are ten 
times the MI. 

267, A cwpfe of cmunente objected 
to FDA’s proposal that compliance with 
the requirements for tabeltng of dtetery 
supplements be detemhd fn 
accordance with 9 101.9(g), i.e.. 100 
percent of label cl&n for C$asa I 
nutrients. Comments argued that the 
100 percen:~mlmt t 
unreasonebb b &a$ it & more stringent 
th~Wtd8tatss~~ftTsp) 
req?&Vm3ente~oertain~inand 
mineral products, which g4memUy eRa# 
lowe~IimibsPW~~S!5parcent 
of label claim. 

FJIAfdwdsb,d&wRhthfsfi#wein 
theiwhmd&gM~toth0D6 
Act. H 
~~~~~~~ 

raised why tbey o;h6tdd not be W to 
thesameClessInut&Matm+&aas 
conv%lltkraslFaode16amiloruBedor 
enriched. Based m the agesmy% s 
compliance pc&cy it bee 
that tu@iing h!lstrthtRJ lol)~~t Of 
the label cl&m fku vttemfn end ml.neral 
products is not accepteble ta FDA, and 
that the only permiasibb devfation from 
this requirement wouId be the 
variability of the analytical method (Ref. 
118. 

l-Ii eegtmcynot~~~~contrargtothe 
statement in the comments, the General 
NoticesoftheUSPstawthtrdoqe 
should be form&ted to pra*fde 100 
percent of the labeled fumxmt (ReE 3 19). 
The bits in the monographs e&v for 
overages of ingredient8 known to 
decrease wttb time, for cmplytfcal error, 
for menufectuatng end compoun&g 
variations. and for deterioratton to an 
extent ccmeidemd -=k 
practical conditions (Ret. 119). 

268. the comment anwxted &tit 
manufackwasbouMbepr&Mad 
from lebeling a supplement ix2 eucb a 
wayastoconfusetbewetgbtofeunft 
of supptemeIlt with fta nutrient content. 
For example, a calcium supplement that 

contain3 250 mg of elementel calcium as 
calcium chloride ~houkt not be lebekd 
as “cakium-625 mg” anywhere on the 
label. 

FDA concurs that such labeling is 
potentially misleading to coneumers. 
Section 4031~s) afthe act 

P 
esthet 

afoodwillbedeemedto yed 

existing statutory authority is au&Went 
for takin 

cf 
regulatory action if the weight 

ofapro uctisspecifiedontbelabe~fn 
a manner that is likely to mislead 
consumers into thinking that that i6 the 
wei t of the nutrient contained in tbe 
pro k uct if those amounts are &tit. 
Ix.--aagpm 

section 2&l of the laeo a5mdments 
directe the fkmtary (and FIB&by 
delegation] to carry out activttiea that 
educate consumers about nutrition 
information on the food label and the 
importence of that ifomiatian in 

AspartoFthitteFkt,t$w 
have esteblkhed the Netiona g%mge T 
on Food Labeling l3ducation +kb 
includes an infkratkm center @ised 
in the Food audbht&ftion Iatnamatton 
Center at the 
Libreq.The%tkd 
Labeling Education p 
public and pr&asioneis w&b eoceauto 
information abour food lebe~resetwcb 
and education4 activities [pmjecta, 
programs, and materials) from both the 
publtc and 

@” 
vete sector. 

FDAand SMbavealaoworkedto 
establish cooperative 

9- 
With 

diverse organizations toFacute~ 
the conmnmica~ of inhmwhm that 
targ0ts wiau stdqapbtians as w& 
as the g@errd pubik TIM agendes lutve 
thuslbvdopedexteR6iv0Feod~ 
education networks that include 
consumara, he&b protkekxmis end 
organiaetioncr. educators, trade 
essociations, Federal and IocrI 
government. and many others to at&t 
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as defined by Executive Order 12291. 
Further, the agency has concluded that 
although the costs of complying with 
the new food labeling requirements are 
substantial, such costs are outweighed 
by the public health benefits that will be 
realized through the use of improved 
nutrition information provided by falod 
labeling. I 
XI. Environmental Impact 

The agency 
environments P 

reviously considered the 
effects of the action 

being taken in this final rule. As 
announced in its nutrition labeling 
proposed rules published in the Federal 
Regfst8r of November 27,1991(56 FR 
60366 et al.], the agency determined that 
under 21 CPR 25.24(8)(11), these atiiicms 
are of a type that do not individually or 
cumulatively have a significant impact 
on the human environment. Therefore, 
neither an environmental assessment 
nor an environmental impact statement 
was required. 

Jn its November 1991 nutrition 
labeling proposed rules, th8 agency 
proposed that the final rules for thesle 
actions would become effective 6 
months foGwing t&r publication in 
the Fad%ral RegiMer. Several comments 
on the nufritian labeli5g 

P 
ropoaad rules 

suggested that thew wou d be 
significant adverse environmental 
effects from the final rules unless the 
agency allowed more time between the 
publication of th8 find n&m and their 
effective dates. Ths conc8rn in these 
comments was that, if the agency did 
not allow firms more time between the * 
nublication of the final rules and their 
iffective dates to use up existfn 

B 
label 

inventories, large stocks of labe 8 and 
labeled pa&a&E would have to be 
discarded. These comments questioned 
whether the agency had sufficiently 
examined the impact of disposing of 
obsolete labels and labeled packaging on 
this country’s solid waste disposal 
capabilities. Two comments estimated 
the amounts of labeling from their 
respective industries, i.e., dairy and 
confectionery, that would need to be 
discarded following publication of 
FDA’s final rules on sever81 food 
labeling actions, including this action. 
However, these comments did not: (I) 
Provide details on how these estimates 
were derived, (2) identify what portion 
of the estimated amounts are 
attributable to these two actions, or (s) 
describe what impact the discarded 
labels and packqing would have on the 
disposal of-solid-wake. 

Based on its review of available data 
and comments received, the agency has 
decided to allow additional time’for 
companies tc use up their old labels. 
Thus, the nutition labeling final rules 

will not be effective until May 6,1994. 
FDA believes there will thus be ample 
time for food companies to use up most 
of the existing labeling and packaging 
stocks and to incorporate labeling 
language that complies with FDA’s 
regulations into their food labels. 
Consequently, the comments on the 
potential for adverse environmental 
effects do not affect the agency’s 
previous determination that no 
significant impact on the human 
environment is exp8cted and that an 
environmental impact statement is not 
required. 
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List of Subjects 
21 CFRPartl 

Cosmetics. Drugs, Ex 
labeling, imports, Lebe F 

arts, Food 
mg, Reporting 

and recordkeeping requirements. 

21 CFR Part 101 

Food labeling, Reporting and 
recordkeeping requirements, 
lntorporetion by reference. 

Therefore, under the Federal Food, 
Drug, end Cosmetic Act end under 
authority delegated to the Commissioner 
of Food and Drugs, 21 CFR parts 1 and 
101 are emended es follows: 

PART l-GENERAL ENFORCEMENT 
REGULATIONS 

1. The authority citation for 21 CFR 
part 1 continues to reed as follows: 

Authority: Sets. 4,5,6 of the Fair 
Packaging and Labeling Act (15 U.S.C. 1453, 
1454, 1455); sets. 201,403,502, 512,602, 
701 of the Federal Food, Drug, and Cosmetic 
Act (21 USC. 321, 343, 352, 355, 360, 362, 
371); sec. 215 of the Public Health !&rvice 
Act (42 U.S.C. 216). 

2. Section 1.24 is amended by revising 
paragraph (e)(14) to read es follows: 

5 1.24 ExemptIon* from required I&d 
statementa. 
* * * * l 

(al 
* * * 

(14) The unit containers in e 
multiunit or multicomponent retail rood 
package shall ba exempt from 
regulations of section 403 (e)(l), (g)(2), 
(i)(2), (k). and (q) of the act with respect 
to the mquiremeuts for label declaration 
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of the name 8nd place of business of,the 
manufacturer, packer, or distributor; 
label declaration of ingredients; and 
nutrition information when: 

(i) The multiunit or multicomponent 
retail food package labeling meets all 
the requirements of this part; 

(ii1 The unit containers are securelv 
en&sed within and not intended to-be 
separated from the retail package under 
conditions of retail sale; and 

(iii) Each unit container is labeled 
with the statement “This Unit Not 
Labeled For Retail Sale” in type size not 
less than one-sixteenth of an inch in 
height. The word “Individual” may be 
used in lieu of or immediately 
preceding the word “Retail” in the 
statement. 
* .I l I l 

PART lOf-FOOD LABELING 

3. The authority citetion for 21 CFR 
part 101 continues to read 8s follows: 

Authority: Sec.+-. 4, 5.6 of the Fair 
Packaging and Labeling Act (15 USC. 1453, 
1454, 1455); sets. 201, 301,402,403, 409, 
701 of the Federal Food, Drug. and Cosmetic 
Act (21 U.S.C. 321, 331, 342, 343, 348, 371). 

4. Section 101.9 is revised to read as 
follows: 

5 tot.9 Nutrftlon kibeflng of food. 

(a) Nutrition inform&ion relating to 
food shall be provided for all products 
intended for human consumption and 
offered for sale UnhsS 8n exemption is 
provided for the product in paragraph (j) 
of this section. A nutrition claim or any 
other nutrition information on the label 
or in labeling or edvertising in any 
context, and in any form of expression, 
implicit, as well as explicit, shall negate 
any exemption and subject a food to the 
provisions of this section. 

(I) When food is in package form, the 
required nutrition labeling information 
shah eppear on the label in the formet 
specified in this section. 

(2) When food is not in package form, 
the required nutrition labeling 
information shall be displayed clearly at 
the point of purchese (e.g., on a counter 
card, sign, tag affixed to the product, or 
Some other appropriate device). 
Alternatively, the required information 
may be placed in a booklet, looseleaf 
binder, or other appropriate format that 
is available st the point of purchase. 

(3) Solicitation of requests for 
nutrition information by a statement 
“For nutrition information write to 

*’ on the label or in the 
labelinn or advertisinrr for a food. or 
provid&g such infor;ation in a direct 
written reply to 8 solicited or 
unsolicited request, does not subject the 
label or the labeling of a food exempted 

under paragraph (j) of this section to the 
requirements of this section if the reply 
to the request conforms to the 
requirements of this section. 

(4) If any vitamin or mineral is added 
to a food so that a single serving 
provides 50 percent or more of the 
Reference Dail Intake (RDr) for the age 
group for whi x the product is 
intended, as specified in paragraph 
(c)(8f(iv) of this section, of an 

ai 
one of 

the added vitamins or miner s, unless 
such addition is permitted or required 
in other regulations, e.g., a standard of 
identity or nutritional quality guideline, 
or is otherwise exempted by the 
Commissioner, the food shall be 
considered a food for special dietary use 
within the meaning of 3 305.3(a)(l)(iii) 
of this chapter. 

bl (Reserved] 
(c) The declaration of nutrition 

information on the label and in labeling 
of e food shall contain information 
about the level of the following 
nutrients, except for those nutrients 
whose inclusion, and the declaration of 
amounts, is voluntary as set forth in this 
paragraph. No nutrients or food 
components other than those listed in 
this paregreph as either mendatory or 
voluntary may be included within the 
nutrition label. Except as provided for 
in paragraphs (f) or (j) of this section, 
nutrient information shall be presented 
using the nutrient names specified and 
in the following order in the formats 
specified in paragraphs (d) or (e) of this 
section. 

(1) “Calories, total,” “Total calories,” 
or “Calories”: A statement of the caloric 
content per serving, expressed to the 
nearest 5-calorie increment up to and 
including 50 calories, and IO-calorie 
increment above 50 calories, except that 
amounts less than 5 calories may be 
expressed as zero. Energy content per 
serving may 81~0 be expressed in 
kilojoule units, added in parentheses 
immediately following the statement of 
the caloric content. 

(i) Caloric content may be calculated 
by: 

(A) Using specific Atwater factors 
(i.e., the Atwater method) given in Table 
13, “Energy Value of Foods--Basis and 
Derivation,” by A. L. Merrill and B. I(, 
Watt, United States Department of 
Agriculture (USDA) Handbook No. 74 
(slightly revised, X973), which is 
incorporated by reference in accordance 
with 5 USC 552(a) and 1 CFR part 51 
and is available from the Division of 
Nutrition. Center for Food Safety and 
Apphed Nutrition (HFF-260), Food and 
Drug Administration, 200 C St. SW., 
Washington, DC 20204, or may be 
inspected at the Office of the Federal 

Register, 800 North Capitol St. NW., 
suite 700, Washington;DC.; 

(B) Using the general factors of 4,4, 
and 9 calories per gram for protein, total 
carbohydrate, and total fat, respectively, 
as described in USDA Handbook No. 74 
(slightly revised 1973) pp. Q-11, which 
is incorporated by reference in 
accordance with 5 U.&C. 552(a) and 1 
CFR part 51 (the availability of this 
incorporetion by reference is @ven in 
pare aph (c)(l)(i)(A) of this section); 

(C$Using the general factors of 4.4. 
and 9 calories per gram for protein, total 
carbohydrate less the amount of 
insoluble dietary fiber, and total fet, 
respectively, as described in USDA 
Handbook No. 74 (slightly revised 1973) 
pp. 9-11, which is incorporated by 
reference in accordance with 5 U.S.C. 
552(a) and 1 CFR part 51 (the 
evailebility of this incorporation by 
reference is given in paragraph 
(c)(l)(i)(A) of this section); 

(D) Using data for specific food f8CtOrs 
for particular foods or ingredients 
epproved by the Food and Drug 
Administratian (FDA) and provided in 
parts 172 or 184 of this chapter, or by 
other means, as appropriate; or 

(E) Using bomb calorimetry data and 
subtracting 1.25 calorfes per 

$ 
am 

protein to correct for incomp tie 
digestibility, es described in USDA 
Hendbook No. 74 (slightly revised 1973) 
p. 10, which is incorporated by 
reference in accordance with 5 U.S.C. 
552(a) and 1 CFR part 51 (the 
availability of this incorporation by 
reference is given in paragraph 
(c)(l)(i)(A) of this section). 

(ii) “Calories from fat”: A statement of 
the caloric content derived from total fet 
as defined in paragraph (c)(2) of this 
section in B serving, expressed to the 
nearest 5-calorie increment, up to and 
including 50 calories, and the nearest 
IO-calorie increment above 50 calories, 
except that lebel declaration of “calories 
from fat” is not required on products 
that contain less than 0.5 gram of fat in 
a serving and amounts less than 5 
calories may be expressed as zero. This 
statement shall be declared es provided 
in par&graph (d)(5) of this section. 
Except es provided for in paragraph (f) 
of this section, if “Calories from fat” is 
not required and, as e result, not 
declared, the statement “Not a 
significant source of calories from fat’” 
she11 be placed et the bottom of the table 
of nutrient values in the same type size. 

(iii) “Calories from saturated fat” or 
“Calories from saturated“ 
(VOLUNTARY): A statement of the 
celoric content derivedPorn saturated 
fet as defined in paragraph (c)(2)(i) of 
this section in a serving may be declared 
voluntarily, expressed to the neerest 5- 
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calorie increment, up to and including 
50 CalOrkR?, Bnd thB ElearesE 2fMalorie. 
increment above 56 calories, exe t that 
amounts less than 5 celorki may “g 8 
expressed as zero. This statement shall 
be &dented under the stetement of 
cab&a from f&t as rovided in 

sl p~~~~,~~~.~r ‘$gg!?; A 
statemaat. &he number 6#grer+s~0f 
total ,fat in a serving defined as total 
lipid fatty acids end expressed as 
triglycerides. Amounts shall be 
expressed to the nearest 9.5 f%) grem 
increment below 3 grams and to the 
nearest gram increment above 3 grams. 
If the serving contains less than 0.5 
gram, the content shell be expressed as 
ZBTO. 

(i) “Saturated fat,” or “Saturated”: A 
statement of the number of 
saturated fat in a sarving rof edasthe 
sum of all fatty adds containing no 
double bonds, mmept thet label 
declaration of saturated fat content 
information is not required for pmducts 
that contain less than 0.5 gram of total 
fat in a serving if no cla~msare made 
about fat or cholesteml content, and if 
“calories from saturated fat” is not 
declared. Except ae provided for in 
paragraph ffl of this section, if a 
statement of the saturated fat content is 
not required and, as a result, not 
declared, the statement “Not a 
significant source of saturated fat” shall 
be placed et the bottom of the table of 
nutrient values in the same type size. 
Saturated fat content shall be indented 
and expressed as grams per serving to 
the nearest 0.5 (y2) gram increment 
below 5 grams and to the nearest gram 
increment above 5 grams. If the serving 
contains less then 0.5 gram, the content 
shall be expressed as zero. 

(ii) “Polyunsatureted fat” or 
“Polyunsaturated” (VOLUNTARY): A 
statement of the number of grams of 
polyunsaturated fat in a serving defined 
as cis,cis-methyleneinterrupted 
polyunsaturated thtty acids may be 
declared voiuntarily, except that when 
monounsaturated fat is declared or 
when a claim is made on tbe‘label or in 
labeling about fatty acids or ‘cholesterol, 
label declaration of polyunsaturated fat 
is required Polyunsaturated fat content 
shall be indented and expressed aa 
grams per serving to the nearest 0.5 (l/2) 
gram increment below 3 grams and to 
the nearest gram increment above 3 
grams. If the serving contains less than 
0.5 gram, the content shall be expressed 
as zem. 

(iii) “Monounsaturated fat’” or-” 
“Monounsaturated” (VOLUNTARY): A 
statement of the number of grams of 
monounsaturated fat in a serving 
defined as cis-monounsaturated fatty 

acids may be declared’voluntarily 
Bxcept that when pa - 

P 
feur&Eed fat is 

declared or when a c aim is made on the 
label or in labelin 
ch018st8m1, label ‘6 

about fatty acids or 
e&ration of 

monounsaturated fat is raq&ed. 
Monounsaturated f&t content shall be 
indented and expressed as grsxns per 

gram, the content shall be expressed as 
zero. 

(3) “CholestwA”: A statement of the 
chot~ content in a serving 
ex 

T 
ressed in milligrams to the nearest 5- 

mi l&ram increment, except that l&i31 
declaration ofchclesterol information is 
not required foQrrod&ts that contain 
less than 2 milligrams cholesterol in a 
serving and make no claim about lat. 
fatty acids, or cholesterol content, or 
such products may state the cholesterol 
content as nero. Except as provided for 
in paragra h Q of this sac&n, if 
chol8sEm P content is not zwtpired and. 
as a result, not decked, the statement 
“Not a significant source of chalesterol” 
shall be placed at the bottom of the table 
of nutrient vahms in the same type size. 
If the food contains 2 to 5 milligrams of 
choi8t&3rol per SaFving, the Eontent mmty 
be stated as “less than 5 milligrams.” 

(4) “Sodium”: A statement of th8 
number of milligrams of sodium in a 
specified serving of food es 
zero when th8 seting contains 11388 than 
5 milligrams of sodium, to the nearest 
5-milligram increment when the serving 
contains 5 to 240 milligrams of sodium, 
and to the nearest 29-milligram 
increment when the serving conteins 
greater then 140 milli ms. 

(51 “Potassium” (V r LUNTARY): A 
statement af the number of milligrams 
of potassium in a speci&d serving of 
food may be declared voluntarily, 
except that when a claim is made about 
potassium content, iabei declaration 
shall be required. Potassium content 
shall be expressed as zero when the 
serving contains less than 5 milligrams 
of potassium, to the nearest 5milligram 
increment when the serving contains 
less than or equal to 140 milligrams of 
potessntm, and to the neerest 20- 
milligram increment when the serving 
contains more than 240 rnilligmms. 

IS) ‘Carbohydrate, total” or “Total 
carbohydrate”: A statement of the 
number of grams of total carbohydrate 
in a serving expressed to the nearest 
gram, except that if a serving contains 
less than 1 gram, ths statement 
“Contains less than 1 gram” or “less 
than 2 gram” may be used as an 
alternative. or if the serving contains 
less than 0.5 gram, the content may be 

expressed as z,ezo, Total carbohydrate 
content shall be cekuleted by 
subtraction of&e sum of the crude 
protein, total fat, moisture, and ash from - 
the total wei#.kE rd t.h8 fond. This 
calculation method is d@s&bed in A. L. 
Merrill and B. K. Watt, “Rnergy Value 
of %oodsG#sis and I&rivation,” USDA 

v73J pp* 
3 S.C. 

552(e) md 2 CFR part 52 [the 
availability ofthis incorporation by 
reference is 
~cJ~~l~iJW 8 

v8n in paragraph 
this sectid 

(i) “Ilk&y fiber”: A statement of the 
number of grems of total. dietary fiber in 
a serving, indented and expressed to the 
nearest gram, except that if 0serving 
contains less than 1 gram, declaration of 
dietary fiber is not required or, 
alternatively, the statement “Contains 
less than 1 gram” or “less than 1 gram” 
may be used, and if the sesving contains 
less than 9.5 gram the content may be 
expressed as zero. Except as provided 
for in peragrftph [fl of this section, if 
dietary fiber content is not required and 
as a result, not declared, the atetement 
“Not a significant source of dietary 
fiber” shall be placed at the bottom of 
the table of nutrient values in tbe same 
t 
Yp 

esize. 
A) “Soluble fiber” (VOLUNTARY): A 

statement of the number of grams of 
soluble dietary fiber in a serving may be ’ 
declared v&mterily 8xce t when a 
claim is made on th8 i&J nr in hlbBi.ing 
about soluble fiber. label de&r&ion 
shall be re uired. Soluble 5ber content 
shallbein aBn ted under dietary fiber 
and expressed to the nearest gram, 
except that if rutwing containsless 
than 1 gmn, the statelmmt “conti3ine 
less than 1 gram” or “leas than 2 am” 
may be used as an alternative, an if if the 
serving contains less than 0.5 gram. the 

=O~~~~~~~~~~~~~Y): 
A statement of the number of grams of 
insoluble dietary fiber in a serving may 
be declared voluntarily except that 
when a claim is made on the iabel or in 
labeling about insoluble fiber, label 
declaretion shall be required. Insoluble 
fiber content shall be indented under 
dietary fiber and expressed to the 
nearest gram except that if a serving 
contains less then 1 gram, the statement 
“Contains less then 2 gram” or “less 
than 1 gram” may be used as an 
alternative, end if the serving contains 
less than 0.5 gram, the content may be 
ex ressedaszero. 

P ii) “Sugars”: A statement of the 
number of grams of sugars in 8 serving, 
except that label declaration of sugars 
content is not required for products that 
contain less than 2 gram of sugars in a 



serving if no s&&ns are me& abont 
sweeteners, sugars, or s r alcohol 
content. Except as pro vi& fain 
paragraph (fl of thfa aedion, if a 
stabm%At of the augers content is not 
required ad. aa a result, A& de&red, 
the statement ‘Not a aignilcant source 
of ~ahellbe&nedatthebottom 
ofthetebleofn&riontv~~the 
same type @ee. Sugara ahall be de&red 
OS the mm ofdi ihemcmo- and 
disaccharides (9rach as glucose, fructoee, 
lactose, and sucrose). Sugars content 
shall be indented and expressed to the 
nearest gram, except that if a serving 
contains less than 1 gram, the statement 
“Contains less then 1 gram” or “less 
than 1 gram” may be used as an 
alterrMve;and if the serv&ng contains 
less than Q.5 gram, the content may be 
expressed as .PIBFO, 

(iii) “Segar f&ohol” (VOLUNTARY): 
A statement of the number of grams of 
sugar alcohols in a serving may be 
declared voluntarily on the label, except 
that when a claim is made on the label 
or in labeling cabout sugar aloahol or 
sugars when auger alcohols are present 
in the food, SW &oh01 content shall 
be declared. For nutrition labeling 
purposes, sugar aloehols are defined as 
the sum of eaccharide derivetives in 
which a hydroxyl group replaces a 
ketone or aldehyde group and whose 
use in the food is listed by FDA (e.g., 
mannitol) or is fjenerally recognized as 
safe (e.g., xylitol, sorbitol). In lieu of the 
term “sugar alcohoi,” the name of the 
specific sugar alcohol (e.g., “xylitol”) 
present in the food may be used in the 
nutrition label provided that only one 
sugar alcohol is present in the Food. 
Sugar alcohol content shall be indented 
and expressed to the nearest grem, 
except that if a serving contains less 
than 1 gram, the statement “Contains 
less then 1gram"or"leas than 1 gram'" 
may be used as an alternative, and if the 
serving contains less than 0.5 gram, the 
content may be expressed as zero, 

(iv) “other cerbohydrat%” 
(VOLUNTARY): A statement of the 
number of grams of other carbohydretes 
may be declared voluntarily. Other 
carbohydrates shall be defined as the 
difference between total carbohydrate 
and the sum of dietary fiber, sugars, and 
sugar alcohol, except that if sugar 
alcohol is not declared (even if present), 
it shall be defined as the difference 
between total carbohydrate and the sum 
of dietary fiber and sugers. Other 
carbohydrate content shall be indented 
and expressed to the nearest gram, 
except that if a serving contains less 
than 1 gram, the statement “Contains 
less than 1 gram” or “l%s$ t&n 1 gmAl” 
may be used as en alternative, and if the 

COAp3ias less &AA 0.5 gm& t$e cQAt%nt 
maybeeJqantssedas~.wh%Atb% 
protein in fooda represented or 
pulportedtobeforadultsandch.ildren 
4ormoreyeamofageheaaprotein 
quality value that is a protein 
digestibility-cormcted &n&o acid acore 
of less than 20 expreesed ae a percent, 
or when the protein in a food 
represented or purpwted b be fbr 
childrengreaterthanibutl0ssthan4 
yearsofagehasapmteinqualityvalue 
that is a protein digestibility-corrected 
amino acid score of less than 40 
expressed as a percent, either of the 
following shall be placed adjacent to the 
declaration of protein content by 
weight: The statement “not a significant 
source of irotain,” or a list@ aligned 
under the column headed “Percent 
Daily Value” of the corrected amount of 
protein per serving, as determined in 
paragraph (c)(7Kii) of this section, 
calculated as a percentage of the Daily 
Reference Value (DRV) of Reference 
Daily Intake (RDI), as appropriate, for 
protein and expressed as Percent of 
Daily Value. When the protein quality 
in a food as measured by the Protein 
Efficiency Ratio (PRR) is lessthan 40 
percent of the reference standard 
(casein) for a food represented or 
purported to be for infants, the 
statement “not a significant source of 
protein*’ &a!1 be placed adjacent to the 
declaration of protein content. Protein 
content may be calculeted on th9 basis 
of the factor of 6.25 timef3 the nitrogen 
COAteAt of the food as d&rmined by the 
appropriate method of enalyeis as given 
in the “Official Methods of Analysis of 
the AOAC Enternational” (formerly the 
Association of Official Analytical 
Chemists), 15th Ed. (1990), which is 
incorporated by reference in accordance 
with 5 USC. $52(e) and 1 CFR part 51, 
except when the of&cialprocodure for a 
specific food r uiti another factor. 
Copies may be 3 tained from AOAC, 
2200 Wilson Blvd., suite 400, Arlington, 
VA 222Oli33@1, or may be inspected at 
the Office of the Federal Register, 800 
North CapitolSt. NW, suite 700, 
Washing&m, DC. 

(il A statement of the coivected 
amount of rotein per serving, as 
determine 8, m peragmph (c)(‘lHii) of this 
section, calculated as a perwntege of the 
RDI or DRV for protein, aa appropriate, 
and expressed es Percent of Daily Value, 

represented or pn+orted to be for uee 
by infentrp end the protein quality r&e 
is lees then 40 penrent ofthe reference 
stana. 

(ii) The “corre&ed amount d protein 
(gram)pers%N~‘fQrfDQds 
re~osp~floFadldtrrd 
childrenlormaPeygassofag&isequal 
to the actnrd asmmnt of pluteiA[gremmf 
per wing s&t&&d by the anis15 
acid scorn CofiBGtBd for protein 
digestibility. KtBs lx3rmcted acore is 
above Z&l, then it shall bee&et 1.00. 
The protein dige&l&y-corre&ed ’ 
amino acid sooraehullbedetermiired by 
methods given in se&ions 5.4.1,7.2.%, 
and &a0 in “I’rotz~& Quality Gtrafsutlon, 
Report ofthe Joint FAO/WHO &pert 
Coneultetion on Protein C&if&y 
Evaluadon,“Roraia, 1%%, except that 
when of&al ACMZ proce&res 
described in MM&M (GFOQ oft& 
paragmph reqtire a ape&&c food factor 
0th than 6.25. that ssp%ci&c war shall 
be used. The “Rsport of the Joint FAo/ 
WlH3 l&pert Gmsultetion on Protein 
Quality Ev&sationN as pub&shed by the 
Food and Agriculture Chgonfnation of 
the United l%aionsllwortd l&l& 
Organization h incxwpnmted by 
reference ia aooordanoe with 5 USC. 
552(a) aAd 1 cm part 51. Copies ate 
available from the Division of PJuMtlon, 
Center for Food Safety and A lied 
Nutrition @TFF-26tJ), Food an Pg 
Adminietration, u10 C St. SW, 

Drug 

Washington, DC 20204, or may be 
inspected at the Of&e of the Federal 
Register, 800 North Capitol St. NW., 
suite 700, Weehington, DC. For foods 
represented or purported for infants, the 
corm&d amount ofpeteln (grams) per 
serving is equal to the actual amount of 
protein 

t- 
I 

by the re 
per eerving multiplied 

t&e protein qua&y value 
Tbe relative protein quality value shall 
be determined by dividing the subject 
food protein PER value by the PER value 
for casein. If the relative protein value 
is above 1.00, it shalI be set at 1.00. 

(iii) (Reserved) 
(8) Vitamins and minerals: A 

statement ofthe ainount per se ’ 
w the vi- and mnisterais as d%sui 

in this pemmeph, calculated as a 
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percent of the RDI and expressed as 
percent of Daily Value. 

(i) For purposes of declaration of 
percent of Daily Value as provided for 
in paragraphs (d), (e), and (f) of this 
section, foods represented or purported 
to be for use by Infants, children less 
than 4  years of age, pregnant women, or 
lactating women shall use the RDI’s in 
paragraph (c)(8)(iv) of this section that 
are specified for the intended group. For 
foods represented or purported to be for 
use by both infants and children under 
4 years of age, the percent of Daily ’ 
Value shall be presented by separate 
declarations according to paragraph (e) 
of this section based on the RDI values 
for infants from birth to 12  months of 
age and for children under 4 years of 
age, Similarly, the percent of Daily 
Value based on both the RDI values for 
pregnant women and for lactating 
women shall be declared separately on 
foods represented or purported to be for 
use by both pregnant and lactating 
women. When such dual declaration is 
used on any label, it shall be included 
in all labeling, and equal prominence 
shall be given to both values in all such 
labeling. All other foods shall use the 
RDI for adults and children 4 or more 
years of age. 

(ii] The declaration of vitamins and 
minerals as a percent of the RDI shall 
include vitamin A, vitamin C, calcium, 
and iron, in that order, and shall 
include any of the other vitamins and 
minerals listed in paragraph (c)(E)(iv) of 
this section when they are added as a 
nutrient supplement, or when a claim is 
made about them. Other vitamins and 
minerals that are: 

(A) Required or permitted in a 
standardized food (e.g., thiamin, 
riboflavin, and niacin in enriched flour) 
and that standardized food is included 
as an ingredient (i.e., component) in 
another food; or 

(B) Included in a food solely for 
technological purposes and declared 
only in the ingredient statement need 
not be declared if neither the nutrient 
nor the component is otherwise referred 
to on the label or in labeling or 
advertising. The decIaration may also 
include any of the other vitamins and 
minerals listed in paragraph (c)(8)(iv) of 
this section when they are naturally 
occurring in the food. The additional 
vitamins and minerals shall be listed in 
the order established in paragraph 
(c)(8)(h) of this section. 

(iii) The percentages for vitamins end  
minerals shall be expressed to the 
nearest 2-percent increment up to and  
including the l&percent level, the 
nearest s-percent increment above 10 
percent and up to and including the 50- 
percent lever and the nearest IO-percent 

increment above the 50-percent level. 
Amounts of vitamins and minerals 
present at less than 2 percent of the RDI 
are not required to be declared in 
nutrition labeling but may be declared 
by a zero or by the use of an asterisk (or 
other symbol) that refers to another 
asterisk (or symbol) that is placed at the 
bottom of the table end that is fobwed 
by the statement “Contains less than 2 
percent of the Daily Value of this (these) 
nutrient (nutrients).” Alternatively, 
except as provided for in paragraph if) 
of this section, if vitamin A, vitamin C, 
calcium, or iron ig present in amounts 
less than 2 nercent of the RDI. label 
declaration&of the nutrient(s) is not 
required if the statement “Not a 
significant source of (listing 
the vitamins or minerals omitted)” is 
placed at the bottom of the table of 
nutrient values. Either statement shall 
be in the same type size as nutrients that 
are indented. 

(iv) [Reserved] 
(v) The following synonyms may be 

added in parentheses immediately 
following the name of the nutrient or 
dietary component: 
Vitamin C-Ascorbic acid 
Thiamin-Vitamin BI 
Riboflavin-Vitamin B: 
Folate-Folacin 
Calories-Energy 

(vi) The percent of vitamin A that is 
present as beta-carotene may be 
declared to the nearest IO-percent 
increment immediately adjacent to or 
beneath the nutrient name (e.g., 
“Vitamin A (90 percent as beta- 
carotene)“). 

(9) [Reserved) 
(d)(l) Nutrient information specified 

in paragraph (c) of this section shall be 
presented on foods in the following 
format, as shown in paragraph (d)(12) of 
this section, except on foods on which 
dual columns of nutrition information 
are declared as provided for in 
paragraph (e) of this section, on those 
food products on which the simplified 
format is required to be used as 
provided for in paragraph (f) of this 
section, on foods for infants and 
children less than 4 years of age as 
provided for in paragraph (j)(6) of this 
section, and on foods in small or 
intermediate-sized packages as provided 
for in paragraph (j)(13) of this section. 
In the interest of uniformity of 
presentetion, FDA urges that the 
nutrition information be presented 
using the graphic specifications set forth 
in Appendix B to Part 101. 

(i) The nutrition informanon shall be 
set off in a box by use of hairlines and 
shall be all black or one color type. 
printed on a white or other neutral 

contrasting background whenever 
practical. 

(ii) All information within the 
nutrition label shall utilize: 

(A) A single easy-to-read type style, 
(B) Upper and lower case letters, 
(C) At least one point leading (i.e., 

space between two lines of text) except 
that et least four points leading shall be 
utilized for the information required by 
paragraphs (d)(7) and (d)(8) of this 
Lzon as shown in paragraph (d)(12), 

(D) Type that is kerned (i.e., has 
proximity of placement) no tighter than 
4 setting. 

(iii) All information except for the 
information required in paragraphs 
(dW, (d)(6), hW), and (Wol of this 
section shall be in type size no smaller 
than 8 point. The information required 
in paragraphs (d)(4), (d)(6), (d)(9), and 
(dl(l6) of this section shall be in type 
size no smaller than 6 point. 

(iv) The headings required by 
paragraphs (d)(2), (d)(4), and (d)(6) of 
this section (i.e., “Nutrition Facts,” 
“Amount per Serving,” and “%  Daily 
Value*“), the names of all nutrients that 
are not indented according to 
requirements of paragraph (c) of this 
section (i.e., “Calories,” “‘Total Fat,” 
“Cholesterol,‘” “Sodium,” ‘“Total 
Carbohydrate.!’ and “Protein”), and the 
percentage amounts required by 
paragraph (d)(T)(ii) of this section shall 
be highlighted by bold or extra bold 
type or other highlighting (reverse 
printing is not permitted as a form of 
highlighting) that prominently 
distinguishes it from other information. 
No other information shell be 
highlighted. 

(v) A hairline rule that is centered 
between the l ines of text shall separate 
“Amount Per Serving” from the calorie 
statements required in paragraph (d)(8) 
of this section and shall separate each 
nutrient and its corresponding percent 
Daily Value required in paragraphs 
(d)(7)(i) and (d)(ir)(ii) of this section 
from the nutrient and percent Daily 
Value above and below it, as shown in 
paragraph (d)(l2) of this section. 

(2) The information shall be presented 
under the identifying heading of 
“Nutrition Facts” which shall be set in 
a type size larger than all other print 
size in the nutrition label and, except 
for labels presented according to the 
format provided for in paragraph (d)(lr) 
of this section, unless impractical, shall 
be set the full width of the information 
provided under paragraph (d)(7) of this 
section, as shown in paragraph (d)(l2) 
of this section. 

(3) Information on serving size shall 
immediately follow the heading as 



shown in paragraph (d)(l2) of this 
section. Such information shall include: 

(i) “Serving Size”: A statement of the 
serving size as specified in paragraph 
(b)(7) of this section. 

(ii) “Servings Per Container”: The 
number of servings per container, 
except that this statement is not 
required on single serving containers as 
defined in paragraph (b)(6) of this 
section. 

(4) A subheading “Amount Per 
Serving” shall be separated from serving 
size information by a bar as shown in 

“~~~::~~2 “ofi~~:~~:~;ll 
immediately follow the heading 
“Amount Per Serving” and shall be 
declared in one line, leaving sufficient 
space between the declaration of 
“Calories” and “Calories from fat” to 
allow clear differentiation, or, if 
“Calories from saturated fat” is 
declared, in a column with total 
“Calories” at the top, followed by 
“Calories from fat” (indented), and 
“Calories from saturated fat” @dented). 

(6) The column heading “% Daily 
Value,” followed by r&r asterisk (e.g., “% 
Daily Value* ‘I), shall be separated from 
information on calories by a bar as 
shown in paragraph (d)(lZ) of this 
section. The 
heading sh alf 

osition of this c&mn 
allow for a list of nutrient 

names and amounts as described in 
paragraph (d)(7) of this section to be to 
the left of, and below, this column 
heading. The column headings “Percent 
Daily Value, ” “Percent DV,” or “% DV” 
may be substituted for I‘% Daily Value.” 

(7) Except as provided for in 
paragraph (j)(l3) of this section, nutrient 
information for all nutrients required by 
paragraph (cl of this section, except 
vitamins and minerals, shall be declared 
as follows: 

(i) The name of each nutrient 
specified in paragraph (c) of this section 
shall be given in a column and followed 
immediately by the quantitative amount 
by weight for that nutrient appended 
with a “g” for grams or “mg” for 
milligrams as shown in paragraph 
(d)(lZ) of this section. 

(ii) A listin 
as estabhshe f 

of the percent of the DRV 
in paragraphs (c)(jr)(iii) 

and (c)(Q) of this section shall be given 
in a column aligned under the heading 

‘I% Daily Value” established in 
paragraph (d)(6) of this section with the 
percent expressed to the nearest whole 
percent for each nutrient declared in the 
column described in paragraph (d)(7)(i) 
of this section for which a DRV has been 
established, except that the percent for 
protein may be omitted Ss provided fn 
paragraph (c)(7) of this section. The 
percent shall be calculated by dividing 
the actual amount (i.e., before rounding) 
for each nutrient ,by the DRV for the 
nutrient, except that the percent for 
protein shall be calculated as spe&wl 
in paragraph (c)(jr)(ii) of this section. 
The numerical value shall be followed 
by the symbol for percent (i.e., %). 

(8) Nutrient information for vitamins 
and minerals shall be separated from 
information on other nutrients by a bar 
and shall be arrayed horizontally (e.g., 
Vitamin A 4%, Vitamin C 2%) Cahzium 
15%, Iron 4%) as shown in paragraph 
(d)(12) of this section, except that when 
more than four vitamins and minerals 
are declared, they may be declared 
vertically with percentages listed under 
the column headed “% Daily Wue.” 

(9) A footnote, preceded by an 
asterisk, shall be placed beneath the list 
of vitamins and minerals and shdll be 
separated from that list by a hairline. 

(i) The footnote shall state: 
Percent Daily Values are based on a 

2,600 calorie diet. 
Your daily value may be higher or 

lower depending on your calorie needs. 

cabrles: 2,oQa 2.500 
I I I’ 

Total fat . . . . . Less than 
sslumted I 

--l&Q I$ 
LesO IhSil . . . . 20 Q 

hydrate. 
DietarY Hber I . . . . . . . . . . . . . . . . * . . . . I 25Q I 3QQ 

I I - I - 

(ii) If the percent of Daily Value is 
given for protein in the Percent of Daily 
Value column as provided in paragraph 
(d)(5)(ii) of this section, protein shall be 
listed under dietary fiber, and the DRV 
established in paragraph (c)(ir)(iii) of 
this section shall be inserted on the 
same line in the numeric columns. 

(iii) If potassium is declared in the 
column described in paragraph (d)(5)(i) 
of this section, potassium shall be listed 

under aodium and the DRV edabliskd 
in paragnrph fc)(9) of t&a tion aheR 
be inserted on the same line in the 
numeric columns. 

map bs ue6dwithin the foatnota. 
(10)‘citloric aondcm is&w 

on a par gram basis for fatat, fr&nhydrate, 
and protein shall be presented beneath 
the infarmation requ&d in paragraph 
fd)@) end shall be aqmeted from that 
information by a hairline. This 
information may be presented 
horizontally as ahown in para$mph 
(d)(12) of this section (i.e., “CaJorWper 
gram: fat 9, carbohydrate 4, protein 4”) 
or vertMly in cobrmna. 

(11) If the space beneath the 
inform&on on vitamins and minerals is 
not adequate to accommodate the 
information required in paragraphs 
(d)(s) and (d)(W) of this aection, the 
information required in paragraph fdM9) 
may be moved to the right oftbe calumn 
required in paragraph (d)(Mi) and set 
off by a line that diat@uishae it and 
sets it apart from the per&W df&y vaiue 
inwtiaa Theczldarh~uereion 
informatfon~~-tnparasfaph 
(d)(lOf of tnis section may be presented 
beneath either side or along the full 
length of the nutrition label. 

(12) The following sample label 
illustrates the provisions of paragraph 
(d) of thts section, 
BlLUNQ CODE 4k1-Olm 
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Nutrition Facts 
Serving Size V12cup (45g) 
Servinas Per Container 12 

IbnotmtPerSarviro Mix Baked 

Calories 190 280 
Calories from Fat 45 135 

%Daayvak*e** 

Total Fat 5g* 13”/c, 36% 
Saturated Fat 2g lo?! 13% 

Ghdesterol omg 0% 23% 
sodium 300mg 8% - 9% 

Dietary Fiber Og 0% 0% 
Sugars 18g 

Protein 2g 

Vitamin A 0% 0% 
Viiarnin C 0% 0% 

6% 8% 
Iron 2% 4% 

l Amount in Mix 
‘* Percent Daily Values are based on a 2,000 

calorie diet. Your daily values may be higher 
or lower depending on your calorie needs: 

Calories: 2.000 2,500 
Total Fat Lessthan 659 8% 

Sat Fat Lessthan 209 2% 
Cholesterol Less than 300mg 300mg 
Sodium Less than 2,400mg 2,400mg 
Total Carbohydrate 3009 375g 

Dietary Fiber 259 3% 

Calories per gram: 
Fat 9 . Carbohydrate 4 e Protein 4 
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(e) Nutrition information may be 
presented for two or more forms of the 
same food (e.g., both “as purchased” 
and “as prepared”) or for common 
combinations of food as provided for in 
paragraph (h)(4) of this section, for 
different units (e.g., slices of bread or 

- per 100 grams) as provided for in 
paragraph (b) of this section, or for two 
or more groups for which RDI’S are 
established in paragraph (c)(8)(iv) of this 
section (e.g., both infants and children 
less than 4 years of age) as shown in 
paragraph (e)(5) of this section. When 
such dual labeling is provided, equal 
prominence shall be given to both sets 
of values. Information shall be 
presented in a format consistent with 

1 
paragraph Id) of this section, except 

! 

that: 
(1) Following the subheading of 

“Amount Per Serving,” there shall be 
two or more column headings 
accurately describing the forms of the 
same food (e.g., “Mix” and “Baked”), 
the combinations of food, the units, or 
the RDI groups that are being declared. 
The column representing the product as 
packaged and according to the label 
serving size based on the reference 
amount in fi 101.12(b) shall be to the left 
of the numeric columns. 

(2) When the dual labeling is 
presented for two or more forms of the 
same food, for combinations of food, or 
for different units, total calories and 

calories from fat (and calories from 
saturated fat, when declared) shall be 
listed in a column and indented as 
specified in paragraph (d)(5) of this 
section with quantitative amounts 
declared in columns aligned under the 
column headings set forth in paragraph 
(e)(l) of this section. 

(3) Quantitative information by 
weight required in paragraph (d)(T)(i) of 
this section shall be specified for the 
form of the product as packaged and 
according to the label serving size based 
on the reference amount in 5 lOl.lZ(b]. 

(i) Quantitative information by weight 
may be included for other forms of the 
product represented by the additional 
column(s) either immediately adjacent 
to the required quantitative information 
by weight for the product as packaged 
and according to the label serving size 
based on the reference amount in 
5 101,12(b) or as a footnote. 

(A) If such additional quantitative 
information is given immediately 
adjacent to the required quantitative 
information, it shall be declared for all 
nutrients listed and placed immediately 
following and differentiated from the 
required quantitative information (e.g., 
separated by a comma). Such 
information shall not be put in a 
se 

P 
arate column. 
B) If such additional quantitative 

information is given in a footnote, it 
shall be declared in the same order as 

the nutrients are listed in the nutrition 
label. The additional quantitative 
information may state the total nutrient 
content of the product identified in the 
second column or the nutrient amounts 
added to the product as packaged for 
only those nutrients that are present in 
different amounts than the amounts 
declared in the required quantitative 
information. The footnote shall clearly 
identify which amounts are declared. 
Any subcom onents declared shall be 
listed paren tK etically after principal 
components (e.g., l/2 cup skim milk 
contributes an additional 40 calories, 65 
mg sodium, 6 g total carbohydrate (6 g 
sugars), and 4 g protein). 

(ii) Total fat and its quantitative 
amount by weight shall be followed by 
an asterisk (or other symbol) (e.g., 
“Total fat (2 g)*“) referring to another 
asterisk (or symbol) at the bottom of the 
nutrition label identifying the form(s) of 
the product for which quantitative 
information is presented. 

(4) Information required in paragraphs 
(d)(7)(U) and (d)(8) of this section shall 
be presented under the subheading “% 
DAILY VALUE” and in columns 
directly under the column headings set 
forth in paragraph (e)(l) of this section. 

(5) The following sample label 
illustrates the provisions of paragraph 
(e) of this section: 
BlLUNQ CODE 4IMH)l-u 



Nutrition Facts 
Serving Size I12 cup (114g) 
Servings Per Container 4 

Amotdpersanring - I___-___. -x-- 
calories 260 Calories from Fat 120 

%DalyVdue+ 
Total Fat 13g 20°h 

Saturated Fat 5g 28% 

-3omg 10% 
-66omg 28% 
Tatal carbdydrate 319 11% 

Dietary Fiber Og 0% 
Sugars 5g - 

Fwumin5g 

Vitamin A 4% . Vitamin C 2% 
Calcium 15% . Iron 4% 
’ Percent Daily Values are based on a 2,000 

calorie diet. Your daily values may be higher 
or lower depending on your calorie needs: 

Calories: 2,000 2,500 
Total Fat Lessthan 659 809 

Sat Fat Less than 209 259 
Cholesterol Less than 300mg 300mg 
Sodium Less than 2,400mg 2,400mg 
Total Carbohydrate . 3OOg 3759 

Dietary Fiber 259 30s 

Calories per gram: 
Fat 9 l Carbohydrate 4 . Protein 4 

-- 
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(fj The declaration of nutrition 
information may be presented ln the 
simplified format set forth herein when 
a food product contalns insignificant 
amounts of seven or m”ore of the 
following: Calories, total fet, saturated 
fat, cholesterol, sodium, total 
carbohydrate, dietary fiber, sugars, 
protein, vitamin A, vitamin C, caldum, 
and iron; except that for foods intended 
for children less than 2 years of age to 
which 3 101,9(j)(5)(1) applies, nutrition 
information may be presented in the . 
simplified format when a food product 
contains insignificant amounts of six or 
more of the followlng: Calories, total fat, 
sodium, total carbohydrate, dietary 
fiber, sugars, protein, vitamin A, 
vitamin C, caldum, and hon. 

(1) An “insignl6cant amount” shall be 
defined as that amount that allows a 
declaration of zero ln nutrition labeling, 
except that for total carbohydrate, 
dietary fiber, and protein, it shall be an 
amount that allows a declaration of 
“less than 1 gram.” 

(2) The simplified format shall 
include information on the following 
nutients: 

(i) Total calories, total fat, total 
carboh 

(ii), cz? 
te, rotein, atnd sodium; 

orie&om fat end any other 
nutrients identified in paragraph (f)(l) 
of this section that are present in the 
food in more than insignifkant 
amounts, and 

(iii) Any vitamins and minerals listed 
in paragraph (c)(@(iv) of this section 
when they are required to be added as 
a nutrient supplement to foods for 
which a standard of identity exists. 

(iv) Any vitamins or minerals that are 
I voluntarily added to the food as nutrient 

su lemsnts. 
PIi 3 Other nutrients that are naturally 

present in the food in more than 
insignificant amounts may be 
voluntarily declared as part of the 
sim lified format. 

(47 If any nutrients are declared as 
provided in aragraphs (f)(2)(E), 
(f)(P)(iv), or f)(3) of this section es part P 
of the simplified format, the statement 
“Not a significant source of #I 
(with the blank filled in with the 
name(s) of any nutrient(s) identified in 
0 101.9(f) and calories from fat that are 
present in insignificant amounts) shall 
be included at the bottom of the 
nutrition label. 

(5) E&zept as 
paragraphs (j)(5 P 

rovided for in 
and (j)(13) of this 

section, nutrient information declared 
in the simplified format shall be 
presented in the same manner as 
specified in paragraphs (d) or (e) of this 
section, except that the footnote and 
caloric conversion information required 
in paragraphs (d)(6) and (d)(lO) of this 

section are not rag&red. When the 
footnote and caloric conversion 
information are omitted, an asterisk 
shall be 
followe cf 

laced at&e bottom of the label 
by the statement “Percent 

Dally Values are based on a 2,ooO 
calorie diet” and,lf the term “Daily 
Value” is not sp$led out in the hasding, 
Iu$fmm &St Dv’” repets.“bitaly 8, . 

(s) Compliance with this section shall 
be determined as follow 

(1) A collection of @mary containers 
or units of the same size, type, and style 
produced under conditions as nearly 
uniform as possible, designated by a 
common eontainer oode or marking, or 
in the absence of an common Container 
code or marking, a J 
constitutes a “lot” 

ay’s production, 

(2) The sample for nutrient analysis 
shall qonsist of a composite of 22 
subsam+s (cansumer units), taken 1 
from each of 12 different randomly 
chosen shipping cases, to be 
representative of a lot. Unless a 
partioultu method of analysis is 
specified in paragraph Ic) of this 
section6 composites shall be anelyked by 
appropriate methods as given in the 
“Offkial IbMhods ofAnalysis of the 
AOAC~Internetional,L’ 25thRd. (lQB6), 
which is inm~edby rehncs in 
accordance w&b 8 U&C. sQp(a),or 1 
CFRpart&lor,ifnoAQACme&odis 
available or appropriate, by other 
reliable and a prop&&e at@tidal 
prOC0dUrea. 4 e availability of this 
incorporation by reference is given in 
p~y#;$gy$i$$~~&e 

de~~~~~~~~~~~~l~~~~ed 
or fabricated foods: and 

(ii) Class ZZ. Naturally occurring ’ 
(indigenous) nutrients. If any ingredient 
which contains a naturally occur&g 
(indigenous) nutrient isadded to a food, 
the total amount of such nutrient in the 
final food product is subject to class II 
requirements unless the same nutrient is 
also added. 

(4) A food with a label declaration of 
a vitamin, mineral, protein, total 
carbohydrate, dietary fiber, other 
carbohydrate, polyunsaturated or 
monounsaturated fat, or potassium shall 
be deemed to be misbranded under 
section 403(a) of the Federal Food, Drug, 
and Cosmetic Act (the act) unless it 
meets the following re@rements: 

(i) Cluss Z vitamin, mmeml, protein, 
dietaryfiber, or potassium. The nutrient 
content of the composite is at least equal 
to the value for that nutrient declared on 
the label. 

(ii) Class II vitamin, mineml, protein, 
total carbohydmte. dietaryfiber, other 
carbohydmte, polyunsatumted or 

monounsatumted ji~i, or potassium. The 
nutrient content of the composite is at 
least equal to 80 percent of the value for 
that m&lent decked on the label. 

Pmvided, That no reaulatorv action 
will be based on a dete&na~on of a 
nutrient value that falls below this level 
by a ktor less than the variability 
generally reemgnid fer the analytical 
method used in that food at the level 
involved. 

(5) A food with a label declaration of 
calories, sugars, total fat, saturated fat, 
cholesterol, or sodium shall bs deemed 
to be misbranded under section 483(a) 
of the act if the nutrient content of the 
composite is greater than 20 percent in 
excess of the value for that nutrient 
declared on the label. Provided, That no 
regulatory action will be based on a 
determination of a nutrient value that 
falls above th@ level by a factor less 
than the variability generally recognized 
for the anal ‘cal method used in that 
food at the eve1 involved. $ 

(6) Reasonable excesses of a vitamin, 
mineral, rotein, total carbohydrate, 
dietary fi IL r, other carbohydrate, 

E 
olyunsaturated or monounsaturated 
t, or potassium over labeled amounts 

are acceptable within current good 
manufacturing practice. Reasonable 
deficiendes of calories, sugars, total fat, 
saturated It, cholesterol, or sodium 
under labeled amounts are meptable 
within cumnt good manufacturing 
pXtiCe. 

(7) Compliance will be based on the 
metric measure specified in the label 
statement of serving size, 

(8) Compliance with the provisions 
set forth in paragraphs (g)(l) thro 

7@ (g)(6) of this section may be provi ed by 
use of an FDA approved data bass that 
has been computed following FDA 
guideline procedures and where food 
samples have been handled ln 
accordance with current good 
manufacturing practice to prevent 
nutrition loss. FDA approval of a data 
base shall not be considered granted 
until the Canter for Food Safety and 
Applied Nutrition has agreed to all 
aspects of the data base in writing. The 
approval till be where a clear 
need is 

granted 

seafood). 
(e.g., raw produce and 

Approvals will be in effect for 
a limited time, e.g., 10 years, and wlll 
be eligible for renewal in the absence of 
significant changes in agricultural or 
industry Rracttces. Appmval requests 
shall be submitted ln accordance with 
the pmvisions of S 10.30 of this chapter. 
Guidance in the use of data bases may 
be found in the “FDA Nutrition 
Labeling Manual-A Guide for 
Develo ing and Uslng Data Bases,” 
availab e from the Division of Nutrition, ‘p 
Center for Food Safety and Applied 
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(iv) Sold by a distributor who 
principally sells food to such facilities: 
Provided, That: 

IA) This exemotion shall not be 
aveilable for thoge foods that are 
manufactured, processed, or repackaged 
by that distributor for sale to any 
persons other than restaurants or other 

. establishments that serve food for 
immediate human consumption, and 

fB1 The manufacturer of such 
products is responsible for providing 
the nutrition information on the 
products if there is a reasonable 
possibility that the product will be 
purchased directly by consumers. 

(3) Food products that are: 
(i) Of the type of food described in 

paragraphs (j)(2)(i) and (j)(Z)(ii) of this 
section, 

(ii) Ready for human consumption, 
(iii) Offered for sale to consumers but 

not for immediate human consumption, 
(iv) Processed and prepared primarily 

in a retail establishment, and 
(v) Not offered for sale outside of that 

establishment (e.g., ready-to-eat foods 
that are portioned and packaged on-site 
and sold by independent delicatessens, 
bakeries, and retail confectionery stores 
where there are no facilities for 
immediate human consumption, by in- 
store delicatessen, bakery, or candy 
departments, or at self-service food bars 
such as salad bars). 

(4) Foods that contain insignificant 
amounts of all of the nutrients and food 
components required to be included in 
the declaration of nutrition information 
under paragraph (c) of this section. An 
insignificant amount of a nutrient or 
food component shall be that amount 
that allows a declaration of zero in 
nutrition labeling, except that for total 
carbohydrate, dietary fiber, and protein, 
it shall bean amount that allows a 
declaration of “less than 1 gram.” Foods 
that are exempt under this paragraph 
include coffee beans (whole or ground), 
tea leaves, plain unsweetened instant 
coffee and tea, condiment-type 
dehydrated vegetables, flavor extracts, 
and food colors. 

(5)(i) Foods, other than infant 
formula, represented or purported to be 
specifically for infants and children less 
than 2 years of age shall bear nutrition 
labeling, except as provided in 
paragraph (j)(5)(ii) and except that such 
labeling shall not include calories from 
fat (paragraph (c)(l)(ii) of this section), 
calories from saturated fat ((c)(l)(iii)), 
saturated fat ((c)(Z)(i)), polyunsaturated 
fat ((c)(2)(n)), monounsaturated fat 
((c)(2)(iii)), and cholesterol ((c)(3)). 

(ii) Foods, other than infant formula, 
represented or purported to be 
specifically for infants and children less 
than 4 years or age shall bear nutrition 

labeling, except tit WEch l&Hng slmll 
not include listings of percent of Daily 
Value and the footnote mquired in 
paragraphs (d)(7), (d)(5), and (d)(lO) of 
this section. Nutrient names and 
quantitative amounts by wei ht shall be 

f pr;t;;yef in two separate co umns., 

“r 
supplements of vitamms 

and miners s except that the labeling of 
a dietary supplement of vitamins and 
minerals in conventional food form, e.g., 
a breakfast cereal, shall conform to the 
labeling established in this section. 

(7) Infant formula subject to section 
412 of the act, as amended, except that 
such foods shall be labeled in 
compliance with part 107 of this 
chapter. 

(8) Medical foods as defined in 
section 5(b) of the Orphan Drug Act (21 
U.S.C. 36&e(b)(3)). A medical food is a 
food which is formulated to be 
consumed or administered enterally 
under the supervision of a physician 
and which is intended for the specific 
dietary management of a disease or 
condition for which distinctive 
nutritional requirements, based on 
recognized scientific principles, are 
established by medical evaluation. A 
food is subject to this exemption only if: 

(i) It is a specially formulated and 
processed product (as opposed to a 
naturally occurring foodstuff used in its 
natural state) for the partial or exclusive 
feeding of a patient by means of oral 
intake or enteral feedin 

(ii) It is intended for 8l 
by tube: 
e dietary 

management of a patient who, because 
of therapeutic or chronic medical needs, 
has limited or impaired capacity to 
ingest, digest, absorb, or metabolize 
ordinary foodstuffs or certain nutrients, 
or who has other special medically 
determined nutrient requirements, the 
dietary management of which cannot be 
achieved by the modification of the 
normal diet alone; 

(iii1 It nrovides nutritional suo~ort 
specifically modified for the ’ ’ 
management of the unique nutrient 
needs that result from the specific 
disease or condition, as determined by 
medical evaluation: 

(iv) It is intended to be used under 
medical supervision; and 

(v) It is intended only for a patient 
receiving active and ongoing medical 
supervision wherein the patient requires 
medical care on a recurring basis for, 
among other things, instructions on the 
use of the medical food. 

(9) Food products shipped in bulk 
form that are not for distribution to 
consumers in such form and that are for 
use solely in the manufacture of other 
foods or that are to be processed, 
labeled, or repacked at a site other than 
where originally processed or packed. 

(10) Raw hits, vogotabtes, and fish 
subjact to section 403&)(41 of the act, 
excqt that the hbehg of such foods 
should adhere to guidelines in S 101.45. 
The term “fish” includes freshwater or 
marine fin fish. crustaceans, and 
mollusks, including shellfish, 
amphibians, and other forms of aquatic 
animal life. 

(1 I) Packaged single-ingredient 
pro$hcts that consist of fish or game 
meat (i.e., animal products not covered 
under the Federal Meat Inspection Act 
or the Poultry Products Inspection Act, 
such as flesh products from deer, bison, 
rabbit, quail, wild turkey, or ostrich) 
subject to this section may provide 
required nutrition information for a 3- 
ounce cooked edible portion (i.e., on an 
“as repared” basis), except that: 

(ifSuch products that make claims 
that are based on values as packaged 
must provide nutrition information on 
an as ackaged basis, and 

(ii) Kutritton information is not 
required for custom processed fish or 
game meats. 

(12) Game meats (i.e., animal products 
not covered under the Federal Meat 
Inspection Act or the Poultry Products 
Inspection Act, such as flesh products 
from deer, bison, rabbit, quail, wild 
turkey, or ostrich) may provide required 
nutrition information on labeling in 
accordance with the provisions of 
paragra h (a)(2) of this section. 

(‘l3)(irFoods in small packages that 
have a total surface area available to 
bear labeling of less than 12 square 
inches, Provided, That the labels for 
these foods bear no nutrition claims or 
other nutrition information. The 
manufacturer, packer, or distributor 
shall provide on the label of packages 
that qualify for and use this exemption 
an address or telephone number that a 
consumer can use to obtain the required 
nutrition information (e.g., “For 
nutrition information, call l-500-123- 
4567”). 

(ii) Foods in packages that have a total 
surface area available to bear labeling of 
40 or less square inches may modify the 
requirements of paragraphs (cl through 
(fJ and (i) of this section by one or more 
of the following means: 

(A) Presenting the required nutrition 
information in a tabular or, as provided 
below, linear (i.e., string) fashion rather 
than in vertical columns if the product 
has a total surface area available to bear 
labeling of less than 12 square inches or 
if the package shape or size cannot 
accommodate a column display on any 
label panel. Nutrition information may 
be given in a linear fashion, only rf the 
label will not accommodate a tabular 
display, and, in that case, any 
subcomponents declared shall be listed 
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parentheticelly after principel The following semple label iilustret 
components (e.g., setureted let shall be tabular displey. 
declared in pereritheses after tote1 fet). BiLUHO CODE 4(W-OFU 
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--- 
C NutritioK- 
Facts 
Serv. Size l/3 cup (56g) 
Servings about 3 
calah 

FatCal. 10 
“Percent Daily Values (DV) are 
based on a 2,000 c&tie dii. 

o/o Dv* % IN* 

Total Fat lg 2%3 nPtaicarthog 0?4 
Sat. fat Og 0% Fiber og 0% 

cilobt. ion-g 3% - sugars og 
Sdbm200mg 8% Protein 179 

Vitamin A 0% 0 Vitamin C 0% l Calcium 0% l Iron 6% ^ -.--- -- -I_~----_I_-..---_- _11” --- 

l3lLuNG CWF 4lwxil-c 



2188 Federal PIegieter / Vol. 58, No. 3 I Ftednesday, January 6, 1993 / Rules and Regulations 
-- 

(Et) Using any of the following 
abbreviations: 
Serving size-Serv. size 
Servings per container-Servings 
Calories from fat-Fat cal 
Saturated fat-Set fat 
cholesterol-cholest 
Total carbohydrate--Total carb 
Dietary fiber-Fiber 

(C) Omitting the footnote and caloric 
conversion information required in 
peragraphs (d)(Q) and (d)(l6) of this 
section end placing another asterisk et 
the bottom of the lehel followed by the 
statement “Percent Daily Values are 
based on a 2,000 calorie diet” tand, if the 
term “Daily Value” is not spelled out in 
the heeding, a statement that “DV” 
represents “Daily Value.” 

(D) Presenting the required nutrition 
information on any label panel. 

(14) Shell eggs packaged in a carton 
that has a top lid designed to conform 
to the shape of the eggs are exempt from 
outer carton label requirements where 
the required nutrition information is 
clearly presented in no less than l/16- 
inch type size immediately beneath the 
carton lid or in an insert that can be 
clearly seen when the carton is opened, 

(25) The unit containers in a 
multiunit retail food package where: 

Ii) The multiunit retail food package 
labeling contains all nutrition 
information in aazordence with the 
requirements of this section; 

(ii) The unit containers am securely 
enclosed within end not intended to be 

separated from the retail package under 
conditions of retail sale; and 

(iii) Each unit container is labeled 
with the statement “This Unit Not 
Labeled For Retail Safe” in type size not 
less than W6-inch in height. The word 
“individual” may be usedin lieu of or 
immediately preceding the word 
‘“Retail” in the statement. 

(16) Food products sold from bulk 
containers: Provided, That nutrition 
information required by this section be 
displayed to consumers either on the 
labeling of the bulk container plainly in 
view or in accordance with the 
provisions of paragraph (a)(2) of this 
section. 

(k) A food labeled under the 
provisions of this section ahall be 
deemed to be misbranded under 
sections 201(n) and 463(a) of the act if 
its label or labeling represents, suggests, 
or implies: 

(1) [Reserved] 
(2) That a balanced diet of ordinary 

foods cannot supply adequate amounts 
of nutrients. 

(3) Thet the lack of optimum nutritive 
quelity of a food, by reason of the soil 
on which that food was grown, is or 
may be responsib!e for an inadequacy or 
deficiency fn the quality of the daily 
diet. 

(4) That the storage, transportation, 
processing, or cooking of a food is or 
may be responsible for an inadequacy or 
deficiency in the quality of tbe daily 
diet. 

(5) That the food has dietary 
properties when such properties are of 
no significant value or need in human 
nutrition. 

(6) That a natural vitamin in e food is 
superior to an added or synthetic 
vitamin or to differentiate in any way 
between vitamins naturally present from 
those added. 

5. Section 101.100 is amended by 
revising the introductory text of 
paregraph (d) to read as follows: 

5101.106 Fco<s; exemptbnr from ksb&tg, 
* l t * * 

(d) Except as provided by paragraphs 
(e) and (f) of this section, a shipment or 
other delivery of a food which is. in 
accordance with the practice of the 
trade, to be processed, labeled, or 
repacked in substantial quantity at an 
establishment other than that where 
originally processed or packed, shall be 
exempt, during the time of introduction 
into and movement in interstate 
commerce and the time of holding in 
such establishment, from compliance 
with the labeling requirements of 
se&m 403 (~1, (4, fg), (id, (il, (Irk and 
(q) of the act if: 
* t l * * 

6. Appendix B to Part 101 is added to 
read as follows: 
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’ Appendix B to Part 1.01 

Graphic Enhancements used by the FDA 

A.Overall 
1. Nutritior Facts Label is boxed with all black or one color type printed on a white 

or neutral ground. 

B. Typeface and size 
1. The “Nutrition Facts” label uses 6 point or larger Helvetica Black and/or 

Helvetica Regular type. In order to fit some formats the typography may be 
kerned as much as -4, (tighter kerning reduces legibility). 

2. Key nutrients & their % Daily Value are set in 8 point Helvetica Black (but “%‘I 
should be set in Helvetica Regular). 

3. “Nutrition Facts” is set in either Franklin Gothic Heavy or Helvetica Black to fit 
the width of the label flush left and flush right. 

4. ‘Serving Size” and ‘Servings per container” are set in 8 point Helvetica Regular with 
1 point of leading. 

5. The table labels ( for example; “Amount per Serving”) are set 6 point 
Helvetica Black. 

6. Absolute measures of nutrient content ( for example; “lg”) and nutrient 
subgroups are set in 8 point Helvetica Regular with 4 points of leading. 

7 Vitamins and minerals are set in 8 point Helvetica Regular, with 4 points of 
leading, separated by 10 point bullets. 

8. All type that appears under vitamins and minerals is set in 6 point Helvetica 
regular with 1 point of leading. 

C. Rules 
1. A 7 point rule separates large groupings as shown in example. A 3 point rule 

separates calorie information from the nutrient information. 

2. A hairline rule or l/4 point rule separates .individual nutrients, as shown in the 
example. Descenders should not touch rule. The top half of the label (nutrient 
information) has 2 points of leading between the type and the rules, the bottom 
half of the label (footnotes) has 1 point of leading between the type and the rules. 

D. Box 
1. All labels are enclosed by l/2 point box rule within 3 points of text measure. 



Appendix B to Part 101 

point with 1 point of 
leading 

sefviisizr3%raJp (U4g) 
Servings Per Container4 

8 point Helvetica Black 
with 4 point of leading 

6 point Helvetica BIadi 

AIt tabek are errcfosecf by 
l/2 point box rule with 3 

l/4 point rule centered 
between nutrients 
( 2 points leading above 
and 2 points below) 

Regular with 4 points 

Regular, 4 points of 
teading with 10 point 
bullets 
B’LunQ CODE 41-1-c 
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Dated: December 17.1992. 
David A Kessler, 
Commissioner of Food and Drugs. 
Louis w. suuivan, 
Secretary of Health and Human Services. 

Editorial Note: The following appendixes 
will not appear in the annual Code of Federal 
Regulations. 
BtCUNQ CODE 418001-M 



Apcendix A: 
Shortened Format (See comment 8)-Vegetable Soup 

Nutrition Facts 
Serving Size 1 cup (245g) 
Servings Per Container 2 

--serving 
cahwies 55 Calories from Fat 20 

%DailylhlUkP 
Total Fat lg 2% 
Sodii 800mg 33% 

Total Cahohydrate 31g 11% 
Dietary Fiber 4g i 6% 

Sugars Og 
Frotein 2g 

Vitamin A, 200/o . Vitamin C 4% . Iron 2% -- 
Not a significant source of saturated fat, 
cholesterol, and calcium. 
l Percent Daily Values are based on a 2,000 

calorie diet. Your daily values may be higher 
or lower depending on your calorie needs: 

Calories: 2,000 2,500 
Total Fat Less than 659 Bog 

Sat Fat Less than 209 259 
Cholesterol Less than 300mg 300mg 
Sodium Less than 2,400mg 2,400mg 
Total Carbohydrate 3oog 37% 

Dietary Fiber 259 309 _-.- - 
Calories per gram: 
Fat 9 l Carbohydrate 4 e Pro?ecn 4 

------- - _.l---. 
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Maals alx’ gains . . . . . . . . . . . . . . . . . I . . . . . . . . . . . . . . . . . . . 

oaky Produc& ........................................... 

Egg and Egg Producfs ................................ 

Legumes and Dbwd Products .................. 

Subgmup 

barley ........................................................... 
:om and Corn Produds ............................. 

tlael ............................................................ 
Iats and Oat prcducts ................................ 

Ike and Rica Products . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

orghm .< . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 
rnkak . ., . . . . . . . . . . . . . . . ..- . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 
Iheel and Whaat Products . . . . . . . . . . . . . . . . . . . . . . . . 

“Iheel and Wheat Products _.I . . . . . . . . ..__._..... 

:eseln . . . . . . . . . . . . . . . . . . . . . . . . . . . . ..-...... . . . . . . . . . . . . . . 

:heese ........................................................ 

actalbumin ................................................. 
Mlk .............................................................. 

my ......................................................... . . 
..................................................................... 

hens (Mucunoa Spp.) ................................ 
jeans (Phaseolus lunatus) ......................... 

ems (Phaseolus vukpgerls) ......................... 

- 
Product 

Barley .......................................................... 
co2 ~~ereal ................................ 
com: -...=; .:::::::::::::::::: 

corn. fwed cereal .................................... 

2 zz 
................................................ 

Com’maal 
opaque 2 ............................. 

................................................. .: 
MWel ........................................................... 
Oat, Sugared Flakes .................................. 
oal Flakee ................................. . ................ 
DalE$nJded oewheat ........................... 

......................................................... 
Dal. aukk oalmml .................................... 
oat. Dameal .............................................. 
ma. Rolled ............ . .................................... 

............................................................ 
Fuce, Germ .................................................. 
we, mmn, cocked ................................... 
Rice, High ProlaIn ....................................... 
Rke. Millad, Cooked ................................... 
me, PdIshecI .............................................. 
Ake. Crisp4 Rice Cereal ........................... 
Rke. Flakes ................................................. 
Sorghum, Cooked ........................................ 
Trftkale .. . .................................................... 
Bread . ......................................................... 
Bread. coarse, &own ................................. 
Braad, White ............................................... 
Bread, Whola Wheat .................................. 
whmt, Bran ................................................ 
wheat, Brow, ccoked .............................. 
Wheat Endbspen (Farina) ........................ 
Wheat, Flour. 90% extracted ...................... 
White. Flour, 80% extmded ....................... 
Wheat Germ ............................................... 
WI-mat Muten .............................................. 
wheat Hard sprklg .............. ..- .................. 
Wheat Meat Anakgue ............................... 
wheat, Puffed wheat ................................. 
wheat shredded ........................................ 
wheat wheatles ........................................ 
Wheat, White Flour ..................................... 
wheat wtwe ............................................. 
wheet Whofe, HOI Cereal ......................... 
wheat. 40% Bran Flakes ........................... 
Acld-Casaln ................................................ 
caaeln ........................................................ 
Caselnate .................................................... 
Rennet-Caseln ............................................ 
cbme. Cheddar ................................ ..- ... 
cOnage. Cheese ......................................... 
Lactalbumh ................................................ 
Milk Rstentate . ............................................ 
MIIK Skim ................................................... . 
Milk Whole ................................................. . 
Milk, whole, Powdered ................................ 
Whey Pmteln ............................................... 
Egg albumen .............................................. . 
E&J, Flakes .................................................. 
Egg, Powdered, Drlad ................................. 
Egg. Drlad .................................................... 
Egg. Powdered Defatted ... ......................... 
Egg. 3cramblfKl ............. ............................. 
Egg, Spray Dried ......................................... 
Egg, Whole, Unprocessed ........................... 
Beans. Velvf3t .............................................. 
Bmns. Butter ............................................... 
f3eans. Lima ................................................ 
eeens, Black ................................................ 
6fm~. Brow. Cooked ................................ 
Beans, Common ............. ............................ 
Beans. Harkx~t ........................................... 
l3sans. Kldney ............................................ 
Beans, Natal round Yellow ........................ 
Beans. Plnlo. Canned .............................. 
lwens. Red ................... ............................ 
~ mns. seaterer ............... ........................ 
fiea~, Snap, Fmzan ............................ 
Beans. Spotmd Sugar ........................... 

rnre digest- 
wmy 

. . . . . 

:; 
72 

ii 
07 
77 

-z 
90 
95 
ai 
-9 
62 
IS 

ii 

ii 
81 

ii 
95 
a4 
73 

ii 
07 

2 
95 
Ei 
94 
99 
w 
s4 
67 
94 
2 
95 

ii 
93 
se 

100 
96 
92 
07 
se 
Fi 
69 
79 
a2 
71 
81 
so 
73 
78 

ii 
81 

. .a . . . .,. 
2 
4 

i 
6 
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2 

x 
f 
2 
2 

lf 6 
2 

i 
2 

i: 
f 
2 

x 
2 
2 

8,: 
7 
7 
4 

x 
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2 
2 
4 
2 
2 

d 
2 
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2 
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t 
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ii 
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t 
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Major product group 

Meats and Meat Products . . . . . . . . .._.. . . . . . . . . . 

Misceltaneous Foods ........................ 
Nuts and Nut Products .......................... 

Starchy Roots, Tubes ......................... 
Vegetables ................................... 

subgtoup 

3eans (Vtila Faba) ...................................... 

abns8ed .................................................. 

‘laxseed ...................................................... 
.entlls (Len OuunadS) .................................. 
.uplnrJ (LupJnus afbus) ................................ 
‘eanut products .......................................... 

%as (Cajanue cajan) .................................. 

%as (Ctcer Arlettnum) ................................ 
Deas (Plsum sativum) ................................. 

‘eas (Vlgna ungukxJleta) ............................ 
jesame ........................................................ 
joy Products ............................................... 

3Jnflower .................................................. 

3eef ............................................................. 

%h and Saalocd ..,......__,_ ,,._...,. ,... ._.._.,..._. 

-uncheon Meats .._....._ . . . . . . ..__....._. ._ _.. 

‘ark ............. ................................... . ......... 

‘oultry .......... ...................................... ..... 

- 

Notes Utilization of Soybean Meal and Barley in 3. McDonough, F. E.. F. H. Steinke, G. 
True digestibility values obtained using 

adult subjects were considered first followed 
by data using the rat as the animal model. 
When more than one value was considered 
the values were averaged. Data sources: 

1. Eggum. B. 0.. B. Pederson. and 1. 
Jacobson, “The Influence of Dietary Tea. 
Coffee and Cocoa on Protein and Energy 

Rats.” Brifisb Journal of Nutrition, 50:197- 
205.1983. 

2. Hopkins, Daniel T.. “Effects of Variation 
in Protein Digestibility,” in Protein Quality 
in Humans: Assessment and In Vitro 
Estimation, C. E. Bodwell. J. S. Adkins. and 
D. T. Hopkins (eds.). AVI Publishing 
Company INC. Westport. CN. pp. 169-193, 
1981. 

Sarwar., El. 0. &gum, R. Bressani, P. J. Huth, 
W. E. Barbeau, G. V. Mitchell, and J. G. 
Phillips, “In Vitro Rat Assay for True Protein 
Digestibility: Collaborative Study,” Journal of 
the Association of official Analytical 
Chemist, 73(5):801-805,1990. 

4. FAO. “Amino Acid Content of Foods 
and Biological Data on Proteins” Food Polity 
and Food Science Service, Nutrition 

Product 

Mans, suger ............................ ................ 
bane, Sugar, SpaokM .............................. 
aeano, white Kklney ................................... 
Beans, Broad .............................................. 
Bean& Faba ................................................ 
cottonswd .................................................. 
txmnsed Meal ......................................... 
Cottonseed, Glandlees flour ........................ 
Ftaxswd .................................................... 
Lentlb ........................................................ 
ylpil$ .ii;;;te;‘. ................... ........................ 

............................................... 
Paanut Flour ............................................. 
Paanuts ...................................................... 
Peanut Meal ............................................... 
Ptgeon Peas ................................................ 
Pigam Peas. Raw ..................................... 
Chick peas. Canned .................................... 
Pea CXmoemmte .......................................... 
Peas ............................................................. 
Peas, century. Auloctaved .......................... 
Peas, Green. Frozen ................................... 
Peas. Trapper, Autodaved .......................... 
Peas, Yetlow. Cooked ................................. 
Pea Flour ..................................................... 
Peas, Alar&an Fiikl .................................... 
cuwpeas .................................................... 
Sesame Seed. Dehulled .............................. 
so* ...................................................... 
Soy Concentrate ......................................... 
Sey Flour ..... ..- ............................................ 
Soy Flour, Defatted .................................... 
Soy Isolate ................................................. 
Soy protein, spun .............. ........................ 
Sunflower Seed ........................................ 
sunfklwar seed-Flour .................................. 
Beef ............................................................ 
Beef. Low Fat, Ground ................................ 
Beef. Powdered, Delatted ........................... 
Beef, salatlll ................................................ 
Beef, Stew .................................................. 
Beefsteak ..................................................... 
Beef Tenderloin. Roasted ............................ 
Haddock ...................................................... 
sardine ....................................................... 
shark ........................................................... 
Tuna, Canned .............................................. 
Canned Fmnkfutters .... ............................ 
Chiien. Frankiurters ................................. 
Sausage ..................................................... 
Pork Loh and Tendarioln ........................... 
Ch!cken ..................................................... 
Chidten. Dark Meat ................................. 
Chicken. Light Meat ................................. 
Turkey Breast, Roasted ............................. 
MacaronUCheese, Canned .......................... 
Cashew ....................... ....... .............. ..... 
Coconut. meal (defalled) ......................... 
Pecan .................................................... 
Potato ......................... ............................ 
Cabbage .................................................. 
Kale ........................ ................................... 
Rape .......................... __ .................. 
Mustard ............. ........ .................. 
Turnip Leaves .................................... 
Mushrooms ............................................. 

True digest- 
lbflfty 

68 
78 
78 
67 
86 

iltl 
se 
86 
85 
76 
95 
93 
67 
91 
76 
41 
8e 

ii 
83 
94 
84 
85 
80 
80 
79 
62 
‘91 
95 

zi 
96 

100 
a2 
90 
Q5 
91 
97 
Qa 
89 
97 
91 
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95 
72 
so 
97 
97 

2 
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92 
93 
91 

IE 
80 
71 
a9 

E 
a5 
a2 
66 
90 

-- 

References 
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Division, FAO of the United Nations, Rome, 
1970. 

5. Miyoshi, H.. T. Okuda, K. Okuda, and 
H. Koishi, “Effects of Brown Rice on 
Apparent Digestibility and Balance of 
Nutrients in Young Men on Low Protein 
Diets,” journal of Nutritional Science ond 
k’iitaminofogy, 33:207-21&l, 1987. 

6. Eggum, B. 0.. B. 0. Juliano, RI. G. B. 
Ibabao, C. M. Perez, end V. R. Carangai, 
“Protein and Energy Utilization of Boiled 
Rice-Legume Diets and Boiled Cereals in 
Growing Rats,” Plant Foods for Human 
Nutrition, 37:237-245,1987. 

7. Frangne, R. and J. Adrian, “Protein 
Value of Some Industrial Dairy Products,” 
International Journal of Vit~ins and 
Nutrition Research, 56:391-393.1986. 

8. Sarwar, G., “Digestibility of Protein and 
Bfoavailability of Ammo Acids in Foods. 
Effects on Protein Quality Assessment,” 

World Review of Nutrition ond Dietetics, 
54:26-70, ICager, Basel, 1987. 

9. Kaneko K. and C. Itoike, “Utilisatlon 
and Requirement of Egg Protein in Japanese 
Women,” Journal of Nutritional Sciences and 
vifaminofogy, 31:43-52, 1985. 

10. &war, G. and F. E. McDonough, 
“EvaIuatlon of Protein Digestibility-Corrected 
Amino Acid Score Method for Assessing 
Protein Quality of Foods,” Journal oftbe 
Association of O$Mal Analytical Chemist, 
73(3):347-355,199o. 

11. Lowgren M. and I.. Hambraeus, 
“Protein Quality in Legumes-Effect of 
Soaking and Heat Treatment and Amino Acid 
Supplementation on Nitrogen IMentIon in 
rats’. Nutrition Reports International, 
38(4):74&716, r98a. 

12. PA0 of the United Nations, Protein 
Quality Evaluation, Report of Joint PAO/ 
WHO Expert ConsultaNon, Rome, 1991. 

13. Griffiths, A. G. and G. P. Savage, ‘The 
Composition and NulrltIve Value of Pigeon 
Pea (Cajanus Cajan Millsp.),” Nutrition 
Abstracts and Reviews (Series A), BY(l) 26~ 
263.1991. 

14. Mongeau, R., G. Sarwar, R. W. Peace, 
and R. Brassard, “Relationship Between 
Dietary Fiber Levels and Protein Digestlblllty 
in Selected Foods as Determined in Rats, 
Pfont Foods f&r Humon Nutrition, 39:45-U, 
1989. 

15. Hansen, 1. T. Larsen, K. B. Bach 
Knudsen, and B. 0. @gum, “Nutrient 
~gestibllitles in Ingredients Fed Alone or in 
Combinatton,” British Journal of Nutrition, 
f&27-35,199X 
aLuMa caolt Hee0l-M 



. 

2196 Federal R&ster / Vol. 58, No. 3 / Wednday, January 6, 1993 / Rules and Regulation -* 

Appendix C: 
Sweet aotatoes. Canned 

t .- 

1 Nutrition Facts 1 
Serving Size V2 cup (95g) 
Servings Per Container 4 

I AniouhtPef!sewing I 
Icalories Calories from Fat 0 1 

Total Fat Oa 
% Daily Value* 

0% 
I I 

1 Saturated Fat Og 
I I 

I -0mg 0% 1 
I Sodium 55ma 
I I 

ITotalcarbohnrdrate2lg 
i I 
1 Dietary Fiber 2g 
I -- I 

I Sugars 5g I 
Protein 2g 

Vitamin A 160% (100% as Beta Carotene) 

Vitamin C 40% l Calcium 2% . Iron 4% 

l Percent Daily Values are based on a 2,000 
calorie diet. Your daily values may be higher 
or lower depending on your calorie needs: 

Calories: 2,000 2,500 
Total Fat Less than 65g 809 

Sat Fat Less than 209 259 
Cholesterol Less than 3OOmg 300mg 
Sodium Less than 2.400mg 2.4OOmg 
Total Carbohydrate 3009 3759 

Dietary Fiber 2% 309 

Calories per gram: 
Fat 9 l Carbohydrate 4 l Protein 4 
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Amendix D 

Nutrition Facts 
Serving Size l/2 cup (1149) 
Servings Per Container 4 

AmowltPerseming 

Calories 260 Calories from Fat 120 

%tal Fat 13g 
%Lkrilyydue* 

20% 
Saturated Fat 5g 25”/0 

-&olest~3omg 10% 
sodium 660mg 
Total Cahohydmte 319 11% 

Dietary Fiber Og 
Sugars 5g 

Protein 5g 

Vitamin A 4% Vitamin C 2% 
Calcium 15% . Iron 4% 
l Percent Daily Values are based on a 2,000 

calorie diet. Your daily values may be higher 
or lower depending on your calorie needs: 

Calories: 2,000 2,500 
?otal Fat Less than 66g 8% 

Sat Fat Less than 209 259 
Cholesterol Less than 300mg 3oomg 
Sodium Less than 2.400mg 2,400mg 
Total Carbohydrate 300s 3759 

Dietary Fiber 259 309 

Calories per gram: 
Fat 9 l Carbohydrate 4 l Protein 4 
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Appendix D: 
Footnote to side 

Serving Size ‘12 cup (114g) 
Servings Per Container 4 

AmnmtPerserviig 

Calories 260 Calories from Fat 120 

Total Fat 13g 
_ %DaityvhaksP 

20% 
Saturated Fat 5g 

-erol3omg 
25% 

~ 10% 
Sodium 660ma 
Total Carbohydrate 31 g 11% 

Dietary Fiber Og 
Sugars 5g -.- - .- ---..--” 

tein 5g 

0% 

Vitamin A 4% 
Calcium 15% . 

Vitamin C 2% 
Iron 4% 

-__ “-- --_- .^. --.- ._-_ I_____I--._ 
l Percent Daily Values are based on a 2,000 

calorie diet. Your daily vatues may be higher 
or lower depending on your calorie needs: 

tII2dod: 2.000 2.500 
Total Fat -mfel SOS 

Sat Fat Lessthan 209 259 
Cholesterol Less than 3OOn-g ~Omg 
Sodium Less than 2,400mg 2,400mg 
Total Carbohydrate 3fmJ 3759 

Dietary Fiber 259 WI 

Calories per gram: 
Fat 9 l Carbohydrate 4 . Protein 4 

I - . 
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Appendix E: 
Camnle labels with dual declaration 

Nutrition Facts 
Serving Size l/12 cup (459) 
Servinas Per Container 12 

ArwmlmtFerserving Mix Baked 

Calories 190 280 
Calories from Fat 45 135 

Total Fat %I* 13% 36% 
Saturated Fat 2g 10% 13% 

4%oksmdomg 0% 23% 
Sodium 300ma 8% 9% 
T&al 
Catbdrycbrsrte34g 9% 9% 

Dietary Fiber Og 0% 0% 
Sugars 18g 

Fmtein 2g 

Vitamin A OYO 0% 
Vitamin C 0% 0% 
Calcium 6% 8% 
iron 2% 4% 
* Amount m Mix 

‘* Percent Daily Values are based on a 2,000 
calorie diet. Your daily values may be higher 
or lower depending on your calorie needs: 

Calories: 2,000 2,500 
Total Fat Leq than 65g f3Og 

Sat Fat Less than 209 259 
Choksterof Less than 3OOmg 300mg 
Sodium Less than 2,400mg 2,4COmg 
Total Carbohydrate 3009 3759 

Dietary Fiber 2% 309 

Calories per gram: 
Fat 9 0 Carbohydrate 4 e Protetn 4 
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Ap endix E: 
’ P Dua declaration with footnote of nutrients added by 

combination of foods 

Nutrition Facts 
Serving Size 1 cup (359) 
Servings Per Container 10 

Calories 130 170 
Calories from Fat 0 0 

%DdlYWUt?** 

Total Fat W* 0% 0% 
Saturated Fat Og oD/o 0% 

cholest~ on-g 0% 0% 
Sodium 200mg 8% 11% 
Total 

rbohydrate3og 16% 12% 
Dietary Fiber 4g 16% 16% 
Sugars 18g 

Protein 3g 

Vimin A 25% 25% 
Vitamin C 25% 25% 
Calcium 
Iron 

0% 15% 
10% 10% 

* Amount in Cereal. One half cup skim milk 
contributes an additional 40 calories, 65 mg 
sodium, 6g total carbohydrate (6 g sugars), 
and 4g protern. 

” Percent Daily Values are based on a 2,000 
calone diet. Your daily values may be higher 
or lower depending on your calorie needs: 

Calorres. 2,000 2,500 
Total Fat Lessthan 659 8% 

Sat Fat Less than 209 259 
Cholesterol Less than 300mg 300mg 
Sodium Less than 2,400mg 2,400mg 
Total Carbohydrate 3009 375g 

Dietary Fiber 2% 3% - 
Calones per gram 
Fat 9 l Carbohydrate 4 * Protein 4 



Appendix F: 
Simplified format (Vegetable oif’l 

lblutritiom F-1 
Serving Size 1 tbsp (14g) 
Servings Per Container 64 

Amountperservblg 
Calories 130 Cakxks from Fat 130 

%Dailyvalue* 
Total Fat 14g 22”Yo 

saturated Fat 29 “to”/0 
%yunsaturated Fat 4g 
Monounsaturated Fat 8g 

Sodium Omg 0% 
Total Cartmhydde Og 0% 
Protein Og 

Not a signifiint source of cholesterol, dietary fiber, 
sugars, vitamin A, vitamin C, calcium, and iron, 

l Percent Daily Vatues are based on a 2,000 
calorie diet. 

. 
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Appendix F: 
Cimplified format (Soft Drink) 

INutrition Facts1 
Serving Size 1 can (240 ml) 

-Fersewi?lg 
Caldries 145 

%DrallyVabe* 

Total Fat Og 0% 

Sodium 20n-a 1% 
Total carbohydtate 369 12% 

Sugars 36 g 
Pm-tin Og 
0% 
l P&cent Daily Va!ues are based on a 2,000 

calorie diet. 
-- 



Appendix G: 
Format for same food represented ,to be specificatly for 
chit&en less than 2 years of age (Fruit Clessert) 

lNutrition Facts/ 
Serving Size 1 jar (14Og) 
Servings Per Container 1 

Calories 110 

Total Fat 
sodium 
Total Carbohydmtm 

Protein 

Vitamin A 6% . 
Calcium 2% 
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Appendix G: 
Format for foods for children less tharl4 years of age 
(Fruit Dessert) 

r_.- . --.-.. __- --.- _~-. __.- _.____ 

j Nutrition Facts i 
Serving Size 1 jar (1409) 
Servings Per Container 1 

--senrkrg 
Calories 110 Calories from Fat 0 

Total Fat OS 
Saturated Fat OS 

chobteml 
sodium 
Total CbMh@mte 

Omg 
IOmg 

2m 
Dietary Fiber 454 
Sugars 189 

Protein OS 

Vitamin A 6% l Vitamin C 45% 
Calcium 2% l Iron 2% 

I 



Federal Ragiater / Vol. 56, No. 3 / Wednesday, January 6, 1993 / Rules and Regulations 2205 
- - 

A 
! Ta 

pendix H: 
ular Display 

Nutrition 
Facts 
Sew. Size 713 cup (56g) 
Setvings about 3 
cakees80 

FatCal. 10 
‘Percent Daily Values ( DV)I are 
based on a 2.000 calorie diet. 

---___- -- 
%DW 4bDV* 

TotalFatIg 24 Tutalcarkog 0th 
Sat.Fat Og wo Fiber Og 0% 

cholest. low 3% Swars Oa 
Sodim2OOma 8% Protein 17a 

Vitamin A 0% l Vitamin C 0% 0 Calcium 0% l Iron 6% ---.-------- 
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